Tobacco Registration and Product Listing Module (TRLM)
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1. Enter New Tobacco Registration and Product Listing
1.1 New Registration and Product Listing

1.1.1 Loginto TRLM

After logging into the FDA Unified Registration and Listing System (FURLS), users can select

“Tobacco Registration and Listing system” from the list of systems available on the FURLS
Home Page (see Figure 1).

Fo/A | ONLINE ACCOUNT

KXW  ADMINISTRATION (OAA)

Account Management L2

Account Management
Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as tes44731 for Test Company.

You may choose an option on the left to manage your account or select an FDA system below.

To obtain access to available FDA systems. choose the Update System Access option to add the FDA
system to your account.

CTP - Center for Tobacco Products

Click to launch the Application(s)

Change My Password

Update System Access

¥ Tobacco Registration and Listing System

Figure 1

Once users have selected "Tobacco Registration and Listing System," users will navigate to
the TRLM Main Menu page as shown in Figure 2 below.

I@A_\ To BACCO REG I ST RATION FURLS HOME

IETH AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing 6=

TRLM Home

TRLW Home For your reference, see the Guidance: Registration and Product Listing for Owners and Operators of Domestic Tobacco

Product Establishments
New Registration and Product ) ) ) )
Listing An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it
displays a currently valid OMB control number. The OMB control number for this information collection is 0910-0650

(expires 10/31/2015).
For browser requirements, click here

Please Mote: The system will automatically time out if there is no activity for 30 minutes.

Figure 2

To begin the initial registration process, users can select "New Registration and Product
Listing."

Once users have selected the “New Registration and Product Listing” option from the main
menu, users will navigate to Section | — Identification as shown in Figure 4 below.



1.1.2 Navigation

Im TO BACCO REG I ST RATION FURLS HOME TRLM HOME

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing 9=

TRLM Home Mew Registration and Product Listing

Figure 3

The *

take

FURLS HOME’ and “TRLM HOME' links, located at the top-right corner of the page, will
users to the respective main menus. (FURLS HOME-Refer to Figure 1 above; TRLM

HOME-Refer Figure 3 above) To log out of the system, users may select ‘FURLS HOME' and

click

1.2

on ‘Logout’ at the top right corner of the page.

Section | - Identification

When preparing a new registration, users will need to identify the submitter type from the
following options:

Owner Registering Alone

Owner Registering on Behalf of Operator

Owner who is also Operator of all Establishments
Operator Registering Alone

Operator Registering on Behalf of Owner

Section | - Identification

Mote that owners and operators may register on behalf of the other party. In order to reduce redundant

submissions, FDA strongly encourages that owners register and submit product listing information for
themselves and on behalf of their operators.

Please select one of the following options:

" Owner Registering Alone

T Owner Registering on Behalf of Operator

" Ownerwho is also Operator of All Establishments
. Operator Registering Alone

" Operator Registering on Behalf of Owner

© Save Draft and Exit © MNext

Figure 4

If users select “Owner Registering Alone,” the system will not display Section 1A —
Registration (Operator Information) and Section 111B — Registration (Operator Business
Structure) pages. For any other submitter type users select, Sections IIIA and [1IB will
be displayed.

If users select “Operator Registering Alone,” the system will not display Section I1A —
Registration (Owner Information) and Section IIB — Registration (Owner Business
Structure) pages. For any other submitter type users select, Sections IlIA and I1IB will



be displayed.

e |f users select “Owner Who is also Operator of All Establishments,” Section Ill1A —
Registration (Operator Information) will be automatically populated with the Owner’s
information from Section IIA. The data automatically populated in Section IllA is read-
only and cannot be edited.

e If users select “Owner who is also Operator of All Establishments,” Section IlIB —
Registration (Operator Business Structure) will be automatically populated with the
Owner’s business structure information from Section 1IB. The data automatically
populated in Section IlIB is read-only and cannot be edited.

1.3 Section lIA - Registration (Owner Information)
This page will display the “Owner Information” and “Owner Point of Contact” sections.

A Section ITA - Registration (Owner Information)

Autofill from Account Information

Owner Information Owner Point of Contact (Optional)

Owner Name (Name of the Corporation / Partnership or Title

Individual Ow

ndividua ner) M E
Test Company

The term "owner” means a person, as defined in section First / Given Hame

201(e) of the Act (21 U.S.C. 321 (g)), who has an

ownership interest in an establishment. Help

Address Line 1 Middle Hame

11820 Help Guide Dr

Address Line 2 {Optional) Last Name
Guide

Country Position Title

UNITED STATES E Staff
ZIP or Postal Code Email Address

20852 help.guide@test.com
Please enter "NONE", if Zip codes are notusedin
selected Country/Area. Telephone (Include Country Code if applicable)
City 001 301 5555555

Rockville E Country Area Phone Mumber Extension

Fax

State, Province or Territory 001

Maryland E Country  Area Fax Number

Owner Headquarters D&B DUNS Number (Optional)

Figure 5

On this page users will provide details for the Owner and the Owner Point of Contact. Users can
enter the information or select the “Autofill from Account Information” option, which will fill in
relevant information from the user’'s FURLS Account Information.



1.4 Section IIB - Registration (Owner Business Structure)
This page will display the Owner’s Business Structure Information.

# Section IIB - Registration (Owner Business Structure)

Selectthe type of business structure and provide indicated information.

" sole Proprietorship ¢ Partnership ¢ Corporation

[fthe owner does business by any other name, please list all such names.

& Add Another Business Mame

Figure 6

On this page users will select the Owner business structure from the following options and
provide the indicated information:

e Sole Proprietorship
e Partnership
e Corporation

1.4.1 Section IIB — Sole Proprietorship

» Section IIB - Registration (Owner Business Structure)

Selectthe type of business structure and provide indicated information.

*  sole Proprietorship ¢ Partnership ¢ Corporation

Enter Owner Name

Help Guide

[fthe owner does business by any other name, please list all such names.

@ Add Another Business Mame

Figure 7

If users select “Sole Proprietorship”, they will need to enter the Owner name. If the Owner
does business by any other name, users can list all such names by clicking the “Add another
Business Name” button.



1.4.2 Section IIB — Partnership

# Section IIB - Registration (Owner Business Structure)
Selectthe type of business structure and provide indicated information.
" sSple Proprietorship ™ Partnership ¢  Corporation

Enter Hame of the Partner 1

Jane Dog

Enter Hame of the Partner 2

@ Add Another Partner

Ifthe owner does business by any other name, please list all such names.

© Add Another Business Mame

Figure 8

If users selected “Partnership”, they will be required to enter at least two partner names. If
there are more than two partners, users can list all partners by clicking the “Add Another
Partner” button. If the Owner does business by any other name, users can list all such names
by clicking the “Add another Business Name” button.



1.4.3 Section IIB — Corporation

# Section IIB - Registration (Owner Business Structure)

Selectthe type of business structure and provide indicated information.
" Sole Proprietorship ¢ Partnership ™ Corporation

Enter the name of each corporate officer or director.

Enter Name of the Individual

Jane Doe

© Add Corporate Officer or Director
Identify State of incorporation

District of Columbia E|

Please describe further. {If applicable, give name of country if
incorporation made outside U.5.).

Ifthe owner does business by any other name, please list all such names.

@ Add Another Business Name

Figure 9

If users select “Corporation”, they will need to enter the name of each corporate officer or
director in the field labeled “Enter Name of the Individual.” If there are additional corporate
officers or directors, users can enter multiple names by clicking the “Add Corporate Officer or
Director” button as necessary. If the Owner does business by any other name, users can list
all such names by clicking the “Add another Business Name” button.

Once users have completed this section they can select the “Next” button to navigate to Section
IIA. (See Figure 12 below.)

1.4.4 Address Validation

The system will perform an address validation. If the address entered is found to be valid, no
action is taken. If there are minor differences to the provided address the system will display
the validated address (as shown in Figure 10). If the address entered cannot be verified, the
system will display a warning message (as shown in Figure 11).



Address Validation

Owner Address

VWARNING: This address has been verified; however minor modifications were made to the information
you entered. Please indicate whether you wish to accept the modifications that were made, or correct
the address yourself.

Provided Address Validated Address
Address Line 1 Address Line 1
11820 Parklawn DRIVE 11620 Parklawn Dr
Address Line 2 Address Line 2
City City

Rockville Rockville

State State

MD MD

ZIP or Postal Code ZIP or Postal Code
20854 20852-2529
Country Country

UNITED STATES UNITED STATES

Edit Address Accept Validated Address

Figure 10

The system will display the validated address if there are minor differences to the offered
address. Users can make changes to the address entered by selecting the “Edit Address”
button. Otherwise, users can select the “Accept Provided Address” button to proceed to
Section IlA.

Address Validation

Owner Address

VWARHMING: This address cannot be verified. Please verify that the information is correct. If the address
you entered is correct, please continue; otherwise, make the required changes and continue.

Provided Address

Address Line 1
11820 Help Guide Dr

Address Line 2

City
Rockville

State
MD

ZIP or Postal Code
20852

Country
us

Edit Address

Accept Provided Address




Figure 11

The system will display a warning message when the address entered cannot be verified.
Users can make changes to the address entered by selecting the “Edit Address” button.
Otherwise, users can select the “Accept Provided Address” button to proceed to Section IlIA.

1.5 Section IlIA - Registration (Operator Information)

This page will display the Operator information and the Operator Point of Contact sections. This
page will not be displayed if users select the submitter type “Owner registering alone” in Section
I: Identification.

A Section ITTA - Registration (Operator Information)

Autofill from Account Information

Operator Information Operator Point of Contact (Optional)

Operator Name Title
Test Company Flease Select E
The term "operator” means a person, as defined in
section 201(e) of the Act (21 U.5.C. 321 (e)), who has First / Given Name
management authority over an establishment.
Help
Address Line 1
11820 Help Guide Dr Middie Name
Address Line 2 (Optional)
Last Name
Guide
ZIP or Postal Code
20852 Position Title
Please entervalid Zip code Staff
City Email Address
Rockville [=] help.quide@test.com
State, Province or Territory Telephone (Include Country Code if applicable)
Maryland IZ| 001 am 55556555

Country Area Phone Mumber  Extension
Operator D&B DUNS Number (Optional)
Fax

001

Country Area Fax Mumber

Figure 12

On this page users will provide details for the Operator and the Operator Point of Contact.
Users can enter the information or select the “Autofill from Account Information” option,
which will fill in the relevant information from the users’ FURLS Account Information.

1.6 Section llIB - Registration (Operator Business Structure)

This page will display the “Operator Business Structure Information”. This page will not be
displayed if users select the submitter type “Owner Registering Alone” in Section I:
Identification.



1.6.1 Section llIB — Registration (Operator Business Structure)

# Section IIIB - Registration (Operator Business Structure)

Select the type of business structure and provide indicated information.

" sole Proprietorship { Partnership { Corporation

Ifthe operator does business by any other name, please list all such names.

© Add Ancther Business Name

Figure 13

On this page users will need to select the “Operator Business Structure” from the following
options and provide the indicated information:

e Sole Proprietorship
e Partnership
e Corporation

1.6.2 Section IlIB — Sole Proprietorship

A Section IIIB - Registration (Operator Business Structure)

Selectthe type of business structure and provide indicated information.

*  sole Proprietorship ¥ Partnership ¥ Corporation

Enter Operator Name

John Doe

Ifthe operator does business by any other name, please list all such names.

© Add Another Business Mame

Figure 14

If users select “Sole Proprietorship”, they will need to enter the Operator’'s name. If the
Operator does business by any other name, users can list all such names by selecting the “Add
another Business Name” button.



1.6.3 Section IlIB — Partnership

A Section ITIB - Registration (Operator Business Structure)

Selectthe type of business structure and provide indicated information.

" Sole Proprietorship * Partnership { Corporation

Enter Name of the Partner 1

John Doe

Enter Name of the Partner 2

Jane Dog|
© Add Another Partner

Ifthe operator does business by any other name, please list all such names.

© Add Another Business Mame

Figure 15

If users select “Partnership” they will be required to enter at least two partner names. If there
are more than two Partners, users can list all the partners by clicking the “Add Another
Partner” button. If the Operator does business by any other name, users can list all such
names by clicking the “Add another Business Name” button.



1.6.4 Section llIB — Corporation

# Section ITIIB - Registration (Operator Business Structure)

Selectthe type of business structure and provide indicated information.
" Sole Proprietorship ©  Partnership ™ Corporation

Enter the name of each corporate officer or director.

Enter Hame of the Individual

John Doe

@ Add Corporate Officer or Director

Identify State of incorporation
Maryland |z|

Please describe further. (If applicable, give name of country if
incorporation made outside U.5.).

Ifthe operator does business by any other name, please list all such names.

Figure 16

If users select “Corporation”, they will need to enter the name of each corporate officer or
director in the field labeled “Enter Name of the Individual”. If there are additional corporate
officers or directors, users can enter multiple names by clicking the “Add Corporate Officer or
Director” button as necessary. If the Operator does business by any other name, users can list
all such names by clicking the “Add another Business Name” button.

Once users have completed this section they can click on the “Next” button to submit the

“Operator Information & Operator Business Structure”, which appears above Section
IIIA&B. (See Figure 17 below.)
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Operators List

Information for multiple operators may be submitted if you are registering on their behalf.

Operator Business
Hame Address Structure Action
Test 11820 Help Guide Dr, Rockville, MD 20852, USA Corporation ;S o®
Company -

" Section IITA - Registration (Operator Information)

" Section IIIB - Registration (Operator Business Structure)

@ Cancel © Add/ Update Operator

Figure 17

Please note that this will not be displayed when the submitter type in Section I: Identification is
selected as “Owner who is also Operator of all Establishments.” The “Operator Name”,
“Address”, and “Business Structure” of each Operator entered in the registration shall be

displayed. Users can edit a specific Operator’s information be edited by clicking the # iconin

the action column. Users can delete a specific Operator by clicking the X icon in the action
column. Users can add multiple Operators to the registration by clicking the “Add/Update
Operator” button.

Once users have completed editing the Operator’s information or adding Operators to the
registration they can click on the “Next” button to navigate to Section IV: Establishment
Information. See Figure 20 below.

1.6.5 Address Validation

The system will perform an address validation. If the address entered is found to be valid, no
action is taken. If there are minor differences to the provided address, the system will display
the validated address as shown in Figure 18. If the address entered cannot be verified the
system will display a warning message, (as shown in Figure 19).

12



Address Validation

Owner Address

VWARNING: This address has been verified; however minor modifications were made to the information
you entered. Please indicate whether you wish to accept the modifications that were made, or correct
the address yourself.

Provided Address Validated Address
Address Line 1 Address Line 1
11820 Parklawn DRIVE 11620 Parklawn Dr
Address Line 2 Address Line 2
City City

Rockville Rockville

State State

MD MD

ZIP or Postal Code ZIP or Postal Code
20854 20852-2529
Country Country

UNITED STATES UNITED STATES

Edit Address Accept Validated Address

Figure 18

The system will display the validated address if there are minor differences to the requestor
address. Users can make changes to the address entered by selecting the “Edit Address”
option. Otherwise, users can select the “Accept Provided Address” button to proceed to
Section IlIA.

Address Validation

Owner Address

VWARNING: This address cannot be verified. Please verify that the information is correct. Ifthe address
you entered is correct, please continue; otherwise, make the required changes and continue

Provided Address

Address Line 1
11820 Help Guide Dr

Address Line 2

City
Rockville

State
MD

ZIP or Postal Code
20852

Country
us

Edit Address

Accept Provided Address




Figure 19

The system will display a warning message when the address entered cannot be verified.
Users can make changes to the address entered by selecting the “Edit Address” option.
Otherwise, users can select the “Accept Provided Address” button to proceed to Section IlIA.

1.7 Section IV - Establishment Information

This page will display the “Establishment Information” and “Establishment Point of Contact”
information.

Section IV - Registration (Establishment Information)

Enter registration and contact information for each establishment being reqistered.

Autofill from Operator Information

Establishment Information Establishment Point of Contact (Optional)

Establishment Name Title

Test Company Mrs. E
The term "establishment” means a place of business
under one ownership at one general physical location. A First / Given Name
single building may house more than one distinct
establishment if the establishments are under separate Help
ownership.

Middle Name

Address Line 1
11820 Help Guide Dr

Last Name
Address Line 2 (Optional) )
Guide
Position Title
ZIP or Postal Code
Staff
20852
Please enter valid Zip code Email Address
City help.guide@test.com
Rockiille [=]
Telephone (Include Country Code if applicable)
State, Province or Territory 001 301 5555555
Count Area Phone Number Extension
Maryland |Z| &
Fax
Establishment DEB DUNS Number (Optional) o~
Country Area Fax Mumber
Operation (Check all that apply) (Optional)
[ Blending ¥ Manufacturing [ Reconstituting Tobacco
¥ Packaging ¥ Labeling [~ Saucing {or casing)
! storing [ Testing " Other (specify)

m © Save Draft and Exit © Next

Figure 20

In Section IV users enter information about establishment(s). Users can enter the
“Establishment” and “Point of Contact” information themselves or select the “Autofill from
Operator Information” button. The “Autofill from Operator Information” option will fill in the

14



relevant information from Section IlIA and Section IlIB. The prefilled information may be edited

as required.

The “Autofill from Operator Information” button will not be displayed when the registration
has more than one Operator. When the registration has more than one Operator, users will
need to select at least one Operator from the “Select Operator(s) for this establishment”
multiple-select list box as displayed in Figure 21 below. If required, users may select multiple

Operators to be associated with the establishment.

Operators List

w Section IIIA - Registration (Operator Information)

% Section ITIB - Registration (Operator Business Structure)

@ cCancel

Information for multiple operators may be submitted if you are registering on their behalf.

Operator Business
Hame Address Structure Action
Test 11820 Help Guide Dr, Rockville, MD 20852, USA Sale s On
Company Proprietarship ’
Help Guide 11820 Help Guide Dr, Rockville, MD 20852, USA Sole £ x

FProprietarship

© Add/Update Operator

Figure 21

1.7.1 Address Validation

The system will perform an address validation. If the address entered is found to be valid, no
action is taken. If there are minor differences to the provided address, the system will display
the validated address (as shown in Figure 22). If the address entered cannot be verified, the

system will display a warning message (as shown in Figure 23).

15



Address Validation

Owner Address

VWARNING: This address has been verified; however minor modifications were made to the information
you entered. Please indicate whether you wish to accept the modifications that were made, or correct

the address yourself.

Provided Address

Address Line 1
11820 Parklawn DRIVE

Address Line 2
City
Rockville

State
MD

ZIP or Postal Code
20854

Country
UNITED STATES

Edit Address

Validated Address

Address Line 1
11620 Parklawn Dr

Address Line 2
City
Rockville

State
MD

ZIP or Postal Code
20852-2529

Country
UNITED STATES

Accept Validated Address

Figure 22

The system will display the validated address if there are minor differences to the requestor
address. Users can make changes to the address entered by selecting the “Edit Address”
option. Otherwise, users can select the “Accept Provided Address” button to proceed to
Section IlIA.



Address Validation

Owner Address

Provided Address

Address Line 1
11820 Help Guide Dr

Address Line 2

City
Rockville

State
MD

ZIP or Postal Code
20852

Country
us

Edit Address

WARNING: This address cannot be verified. Please verify that the information is correct. If the address
you entered is correct, please continue; otherwise, make the required changes and continue.

Accept Provided Address

Figure 23

The system will display a warning message when the address entered cannot be verified.
Users can make changes to the address entered by selecting the “Edit Address” option.

Otherwise, users can select the “Accept Provided Address” button to proceed to Section IlIA.

1.8 Section V - Product Listing

In Section V users enter information about products. Every active establishment must have at
least one “Product Listing”. For each listing users can enter required product information; this
includes advertising, labeling, and consumer information materials.

Users can enter Product Listing information in two ways:

1. “Upload Product Listing Information with an Excel File”

2. “Enter Product Listing Information Manually”

17



Section V - Registration (Product Listing)
Establishment Name: Test Company

Manually enter preduct information or upload product listing(s) from a file.

Option I: Upload From File

You may upload product listings from an Excel spreadsheet. Download the Product Listing Template.
(Maximum allowed file size 50 MB.)

Select the file to uplead for product listing(s)

T Upload
I Browse...

Option II: Manually Enter Product Information

1. Product Name (i.¢., brand/sub-orand or other commercial name usad in commercizl distribution -
e, Acme Blue 100's or Acme Reconstituted Tobacco #202)

]

. Product Identificaion Number (Must be provided if needed to uniquely identify the product)

3. Type of Product Identification Number (Select One)
£ ltem/Catalog Number £ SKU Number  UPC Number
4. Irtended Use of Product (Select One)
© Consumer Use " Further Manufacturing Use
5. Consumer Use Product Category (Check applicable)
r Cigarettes ™ Roll-Your-Own Tobacco ™ Roll-Your-Own Paper
™ chewing Tobzcco ™ Roll-Your-Own Filters I snus
I” Dissalvables I™ Dry snuff ™ other (Specify)
r Accessory Filters ™ Moist Snuff

6. Farther Manufacturing Use Produc: Category (Check applicable)
I” Tobacco I Filters ™ additive
™ Paper I Pouchfor Portioned ™ Other (Specify)
Tobacco

T. Favor (Check applicable)
™ Menthol ™ None ™ Other (Specify,

Q@ Pravious

e Draft and Exit © MNext

Figure 24

1.8.1 Option 1: Upload From File

Users may upload Product Listings from an Excel spreadsheet. The spreadsheet can be
downloaded by clicking on the “Product Listing Template.” A maximum of allowed file size is 50
MB.

18



Section V - Registration (Product Listing)

Establishment Name: Test Company

Option |: Upload From File

(Maximum allowed file size 50 MB.)

Select the file to upload for product listing(s)

T Upload
| Browse...

Manually enter product information or upload product listing(s) from a file.

You may upload product listings from an Excel spreadsheet. Download the Product Listing Template

Figure 25

To complete the template to be uploaded, users can enter information for the first” beginning in

row 2 of the template. Users can continue adding products in subsequent rows. Do not delete

row 1 or add/delete a column in the template.

The template consists of eight columns. Each column contains its own help to guide users

through the process.

Ot

T " Other™ Bavor, specify f

Product name* }Ymmm idestification mwk”’" ”"‘;:‘“ MINDET]  utended Uise of Product™ N Product category™ N
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b |
Maximum Length of 100
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specify N Flavor
b, R

[Colum b §F e clasts
-

Mandmums Length of 100

i sy claninfy et

Maximuns Length of 100

Options:
Henthel

Other

[Colamn 6 Srieet o flrwer

Figure 26
e Column A (required) — “Product Name”
0 Users can enter up to 120 characters.
e Column B (optional) — “Product Identification Num

0 Users can enter up to 100 characters.

ber”

e Column C (required if column B completed) — “Product Identification Number

Type”

o If users entered a value in Column B, users must select a value from the pick list.
Otherwise, users should leave column C blank.

e Column D (required) — “Use of this Product”

0 Users must select a value from the pick list.
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e Column E (required) — “Product Category”

0 Users must select a value from the pick list.

e Column F (required if “Other” selected in Column E) — If "Other..." Product

Category

0 If users selected “Other” in Column E, they must enter a value in Column F.
Otherwise, users should leave Column F blank.

e Column G (optional) — Flavor

0 Users can select a value from the pick list.

e Column H (required if “Other...” selected in Column G)

o If “Other” is selected in Column G, then users must enter a value in Column H.
Otherwise, users should leave Column H blank.

If the template upload is successful, the system will display a list of the products that were

uploaded. Users must complete each Product Listing by either uploading all labeling for the
product or by indicating that the product has no labeling. Users may also upload all consumer

information and a representative sample of advertising for the product. Users will not be able to
submit a registration until all Product Listings are complete.

Establishment Name: Test Company

Select a product to continue to enter the required information.

Product Listing

Show 25 [¢] enfries

153 n I

Product
Add To Product Product ldentification
Establishment Name Category Humber
v PL11 Dissolvables 123456
v PL12 Dry Snuff 654321
v PL1 3 Snus 156987

Showing 110 3 of 3 entries

Select product listing(s) to be added to this establishment registration.

Show / hide columns

Product
ldentification "
Number
Type

SKU Number
SKU Number

SKU Number

4 L1}

@ Previous

WARNING: You have Product Listings that need to be completed before you can submit your
registration. To complete a Product Listing, click its Edit link.

To complete your product listing(s), you must include certain accompanying information, which will vary
depending on the circumstances. Please see the guidance document, Section I.C.2., for additional details.

Clear Sort and Filter

Filter:
Product
Possible Info
Duplicate Complete Action
No SR
No R
Mo ;R
3
© Add Mew Product

© Save Draft and Exit © Next

20



Figure 27

To complete the Product Listing(s), users must include certain accompanying information; this
information will vary depending on circumstances. Section 111.C.2. of the Guidance document
can be used as reference for additional details.

Users can select a product to continue to enter the required information.

Users can select the icon in the right column to complete or edit a Product Listing.

When users select a Product Listing to complete, the system will display the Product Listing
Review page.

Users can click the “Edit” button to complete any section. Users must edit the “Labeling”
section to upload all labeling or, indicate the product has no labeling before they may continue
the registration.

Users can click “Continue to Product Listings” to return to the list of uploaded Product
Listings.
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Product Listing

Product Information
Product Name
PL11

Product Identification Number
123456

Type of Product ldentification Number
SKU Number

Intended Use of Product
Consumer Use

Consumer Use Product Category

Dissolvables
Flavor
None
Advertising

Mo Advertising information entered.

Labeling 4 Edit

Mo Labeling information entered.

Consumer Information # Edit

Mo Consumer information entered.

ck to Product List without Saving © Continue to Product Listings

Figure 28




1.8.2 Option 2: Enter Manually

Option II: Manually Enter Product Information

1. Product Mame (i.e., brandisub-brand or other commercial name used in commercial distribution -
e.g., Acme Blue 100°s or Acme Reconstituted Tobacco #202)

FL1 4

2. Product Identification Number (Must be provided if needed to uniquely identify the product)

9866547
3. Type of Product Identification Mumber (Select One)
" ltem/Catalog Number f* SKU Mumber " UPC Number

4. Intended Use of Product (Select One)

& consumer Use " Further Manufacturing Use

5. Consumer Use Product Category (Check applicable)

[ Cigarettes ™ Roll-Your-Own Tobacco ™ Rall-Your-Own Paper
[ Chewing Tobacco ™ Roll-Your-Own Filters ™ Snus

[ Dissolvables [ Dry Snuff [ Other (Specify)

[ Accessory Filters V' Moist Snuff

6. Further Manufacturing Use Product Category (Check applicable)
MIA

7. Flavor (Check applicable)
™ Menthol v Mone [ Other (Specify)

© Save Draft and Exit 0 MNext

Figure 29

e Product Name (required)

o Brand/sub-brand or other commercial name used in commercial distribution (e.qg.,
Acme Blue 100s). Users can enter up to 120 characters for Product Name.

e Product Identification Number (optional)
0 Users can enter up to 100 characters. Users must enter a “Product
Identification Number” if needed to uniquely identify the product. If users enter

a Product Identification Number users also must enter “Type of Product
Identification Number.”
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e Type of Product Identification Number (required if Product Identification Number
was entered)

o0 If users entered a Product Identification Number, users must select a “Type of
Product Identification Number.”

e Intended Use of Product (required)
0 Users must select either “Consumer Use” or “Further Manufacturing Use.”

e Consumer Use Product Category (required if Consumer Use was selected for
Intended Use of Product)

0 Users must select one or more “Product Categories”. If the appropriate Product
Category is not listed, users must select “Other” and enter its category in the text
field.

o Further Manufacturing Use Product Category (required if Further Manufacturing
was selected for Intended Use of Product)

0 Users must select one or more uses. If the appropriate Product Category is not
listed, users must select “Other,” and enter its category in the text field.

o Flavor (optional)

0 Users can select one or more “Flavors.” If the product’s flavor is not listed, users
can select “Other” and enter a flavor in the text field.

When users choose “Next” to continue from the Product Information page, the system will
display the Advertising, Labeling and Consumer Information page; (see Figure 30.)
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1.8.3 Add Advertising

Advertisement, Labeling and Consumer Information

a. A representative sampling of advertising may be required. Please see the guidance document, Section
Il.C.2., for additional details.

b Each uploaded file is limited to 50 MB. Please Note’ If the upload time exceeds 30 minutes, the system will
time out.

c. For each advertisement, we request that you provide the following optional information:

Type of Advertising Material (e.g.. Magazine)
Internal Identification Number. as Applicable

Date Advertisement was First Disseminated

Product Name: PL1 4

Advertising Labeling Consumer Information

Advertising
Type of Advertising Material (e.g., magazine ad)

Magazine Ad
FDA interprets 'a representative sampling of advertisements’ to mean typical advertising material
(excluding labeling) that reflects the full range of promotional statements made for the tobacco
product For example, if more than one magazine advertisement is used but the promotional
contentis essentially identical, only one need be submitted
Title

Help Guide Advertising
Unigue ID or Internal ID Humber
5555
Date First Disseminated (mmidd/yyyy)

el
05/01/2015 =

Upload File (Maximum size for each file is 50 MB}

I s | TUpload

I Product has no Advertising
The file was uploaded successfully.

File Name File Size (MB) Action
Testxlsk 0.013 »®
© GotoLabeling ® Cancel © Add/Update

m © Save Draft and Exit © Mext

Figure 30

A representative sampling of advertising for the product may be required. Users should refer to
the guidance document, Section III.C.2, for additional details.

Users can enter information about the product’s advertising. Users can upload advertising or
indicate that the product has no advertising by checking the “Product has no Advertising” box.
If users upload advertising file(s) for the product, they also have the option to enter details about
the product’'s advertising, including:

e Type of Advertising (optional)

0 Users can enter up to 120 characters.
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Information. To delete advertising, users can click on the

e Title (optional)
0 Users can enter up to 120 characters.
e Unique ID or Internal ID Number (optional)
0 Users can enter up to 40 characters.

o Date First Disseminated (optional)

0 Users can select a date from the calendar icon or enter a date. This date is the
time of initial dissemination of the labeling, consumer information, or at the time

of initial publication of the advertisement for the product.

When the user has finished uploading the product’'s advertising and selecting “Add / Update”
the system will list a table of the Product information.

To edit advertising, users can click on the “ iconto displﬁ/ the previously entered Advertising

icon.

Product Name: PL1 4

Unique ID or

Material Internal ID Date First
Category Material Type Title Humber Disseminated Uploaded File Action
Advertising Magazine Ad Help Guide 5555 05/01/2015 Testxlsx s %

Advertising

Advertising Labeling Consumer Information

Figure 31

From the Advertising information, users can add Label information by clicking on the “Labeling”
button.
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1.8.4 Add Labeling
Product Name: PL1 4

Unique ID or
Material Internal ID Date First
Category Material Type Title Number Disseminated Uploaded File Action
Advertising Magazine Ad Help Guide 5555 05/01/2015 Testulsx V-

Advertising

Labeling
Universal Product Code(s) (UPC)
45678

Type of Labeling Material (e.g., package label)

Package Label
The term ‘labeling’ based on section 201{m) of the Act (21 U.5.C. 321(m), means all labels and
other written, printed or graphic matter (1) upon any tobacco product or any of its containers or
wrappers, or (2) accompanying such product.

Title
Help Guide Label

Unique ID or Internal ID Number

654321

Date First Disseminated (mm/ddiyyyy)
ke
05/01/2015 BB

Upload File {(Maximum size for each file is 50 MB)

I Browse... | TUpload

[ Product has no Labeling
The file was uploaded successfully.

File Name File Size (MB) Action
Testxlsx 0.013 ®
@ Back to Advertising © Goto Consumer ® Cancel © Add/Update

© Save Draft and Exit © Next

Figure 32

Users can enter information about the product’s labeling on the Labeling Information page.
Users must upload at least one labeling file or indicate that the product has no labeling by
checking the “Product Has No Labeling” box for each product. If users upload labeling file(s)
for the product, they also have the option to enter details about the product’s labeling, including:
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e Product UPC code(s) (optional)
0 Users can enter one or more UPC codes separated by commas.
e Type of Labeling Material (optional)
0 Users can enter up to 120 characters.
e Title (optional)
0 Users can enter up to 120 characters.
e Unique ID or Internal ID Number (optional)
0 Users can enter up to 40 characters.
o Date First Disseminated (optional)
0 Users can select a date from the Calendar icon or enter a date. This date is the
time of initial dissemination of the labeling, consumer information, or at the time

of initial publication of the advertisement for the product.

When the user has finished uploading the product’s labeling and selecting “Add / Update” the

system will list a table of the Product information.
To edit labeling, users can click on the “ icon to display the previously entered Labeling
Information. To delete labeling, users can click on the x icon.

Product Name: PL1 4

Unique ID or
Material Internal ID Date First
Category Material Type Title Number Disseminated Uploaded File Action
Advertising Magazine Ad Help Guide 55585 05/01/2015 Testxlsx P
Advertising ’
Labeling Package Help Guide 6543221 05/01/2015 Testxlsx P
Label Label ’

Figure 33

From the Label information, the user can add Consumer information by clicking on the “Go to
Consumer Information” button.
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1.8.5 Add Consumer Information

Product Name: PL1 4

Unique ID or
Material Internal 1D Date First
Category Material Type Title Humber Disseminated Uploaded File Action
Advertising Magazine Ad Help Guide h555 05/01/2015 Testxlsx s R
Advertising .
Labeling Package Help Guide 6543221 05/01/2015 Testxlsx s %
Label Label °

Consumer Information
Type of Consumer Material (e.g., consumer brochure)

Consumer Brochure
Consumer information includes information that has not already been submitted as labeling or
advertising. Consumer information does not include information directed at wholesalers,
distributors, or retailers, where such information is not available to consumers.
Title

Help Guide Brochure

Unigue 1D or Internal ID Number

12345

Date First Disseminated {mm/ddiyyyy)
b
05/01/2015 iz

Upload File (Maximum size for each file is 50 MB)

| e | 1 Upload

I Product has no Consumer Information
The file was uploaded successfully.

File Name File Size (MB) Action
Testxlsx 0.013 ®
@ Backto Labeling ® cCancel © Add/Update

m © Save Draft and Exit & Mext

Figure 34

Consumer information may be required. Users should refer to the Section 111.C.2 Guidance
document for additional details.

Users can enter information about the product’s consumer on the Consumer Information page.
Users can upload consumer information or indicate that the product has no consumer
information by checking the “Product has no Consumer Information” box. If users upload
consumer information file(s) for the product, they also have the option to enter details about the
product’'s consumer information, including:

29



e Type of Consumer Information (optional)
0 Users can enter up to 120 characters.
e Title (optional)
0 Users can enter up to 120 characters.
e Unique ID or Internal ID Number (optional)
0 Users can enter up to 40 characters.
e Date First Disseminated (optional)
0 Users can select a date from the calendar icon or enter a date. This date is the
time of initial dissemination of the labeling, consumer information, or at the time

of initial publication of the advertisement for the product.

When the user has finished uploading the product’s Consumer Information and selecting “Add /
Update” the system will list a table of the Product information.

To edit labeling, users can click on the # icon to displﬁl the previously entered Labeling

Information. To delete labeling, users can click on the # icon.
Product Name: PL1 4
Unique 1D or
Material Internal ID Date First
Category Material Type Title Number Disseminated Uploaded File Action
Advertising Magazine Ad Help Guide 5655 05/01/2015 Testxlsx ;S on
Advertising ’
Labeling Package Help Guide 643221 05/01/2015 Testxlsx P
Label Label ’
Consumer Consumer Help Guide 12345 0510112015 Testxlsx ;%
Information Brochure Brochure ’

Figure 35

When users select the “Next” button the system will display the Product Listing page. (See
Figure 36.)
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Establishment Name: Test Company
WARNING: You have Product Listings that need to be completed before you can submit your
registration. To complete a Product Listing, click its Edit link.

To complete your product listing(s), you must include certain accompanying information, which will vary
depending on the circumstances. Please see the guidance document, Section I11.C 2., for additional details.
Select a product to continue to enter the required information.

Product Listing

Select product listing(s) to be added to this establishment reqgistration.

Clear
Show 25 [+] entries Show / hide columns Filter:
E n n Product u Ide[:lrtﬂ'?:a?ion u Product
Add To Product Product Identification Number Possible Info
Establishment Hame Category Number Type Duplicate Complete
v FL11 Dissolvables 123456 SKU Number MNo
[ PL12 Dry Snuff 654321 SkU Mumber Mo
™ PL13 Snus 156987 SKU Mumber Mo
2 PL14 Moist Snuff 9366547 SKU Mumber Mo Yes
Showing 1 to 4 of 4 entries
4| 1 | b

© Add New Product

© Save Draft and Exit © Next

Figure 36

The Product Listing page is a summary list of the products that were added to the registration.

From the Product Listing page users can select a product to edit or delete or users also can
choose to add another product.

If users select a Product Listing to edit, the system first will display the Product Listing
Information page. Users can edit the Product Listing Information or choose to “Next.”

1.9 Registration Review Page

Once users have completed entering the Product Listing information they will be navigated to
the Establishment Information page. (See Figure 37.)
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Registration - Establishment Information

complete your registration.

To add product listing(s) to an establishment, click on the edit icon beside the
from the Establishment information page.

The following establishment(s) have been entered. You may add another establishment or continue to

Establishment Name FEI Number Address Action
Test Company Au\rijaiting FEI 11820 Help Guide Dr, Rockville, MD 20852, USA ;o
umber ‘

establishment and continue

©

Add Another Establishment

© Save Draft and Exit © MNext

Figure 37

This page will display the name and address of the establishment(s) users have entered. Users

can edit a specific establishment’s information by clicking the " icon in the last column. Users

can delete an establishment by clicking the #% icon in the last colu

mn.

Users can add another establishment by selecting the “Add another Establishment” button or,
continue to complete the registration by selecting the “Next” button. If users choose to “Add
another Establishment.” They will be navigated to the Section IV - REGISTRATION
(Establishment Information) page, where users can enter information for the new establishment.

After Section IV has been completed for the second establishment, the system will display a list

of products that were added to the registration.

Product Listing
Select product listing(s) to be added to this establishment registration.
Clear
Show | 25 [+] enfries Show / hide columns Filter:
B Product
& n n Product ldentification n Product
Product Product Identification Number Possible Info
Establishment Name Category Humber Type Duplicate Complete
v PL11 Dissolvables 123456 SKLU Mumber Mo
i~ PL12 Diry Snuff 654321 SKU Mumber Mo

Figure 38

Users can select products from the list to associate with the second establishment. They also
can choose to add a new product. Users must select at least one product from the list or add a
Product Listing. Product Listings added while registering the second establishment will be
associated with the second establishment. Users can associate added products for the second
establishment with other establishments by choosing to edit an establishment from the
Establishment Information page.
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Once users have completed editing the establishment’s information or adding establishments to
the registration, they should click on the “Next” button to navigate to the Registration Review
page. (See Figure 39 below.)
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Section | - Identification

Owner Registering on Behalf of Operator

Owner Information
Owner Name (Name of the Corporation /
Partnership or Individual Owner)

Test Company

Address Line 1
11820 Help Guide Dr

Address Line 2

Country
UNITED STATES

ZIP or Postal Code
20852

City
Rockville

State, Province or Territory
MD

Owner Headquarters D&B DUNS Number

Owner Business Structure

Type of Business Structure
Sole Proprietership

Structure

Operator Name

Establishment Name FEI Humber

Test Company Awaiting FEI
MNumber

Section V - Product Listing

Section Il - Owner Information and Business Structure

QOwner Point of Contact

Title

Full Name
Help Guide

Position Title

Staff

Email Address
help.guide@test.com

Phone Number
001 (301) 555-5555

Fax Number

COwner Name
Jane Doe

Address

Section IV - Establishment Information

Section lll - Operator Information and Business

Test Company 11820 Help Guide Dr, Rockville, MD 20852, USA

Address

# Edit

Type of Business

Sole Proprietorship

11820 Help Guide Dr, Rockville, MD 20852, USA

Product Product
i i Possible
Product Name Product Category Number Number Type Duplicate
PL11 Dissolvables 123456 SKU Number
PL12 Dry Snuff 654321 SKU Number
PL13 gnus 156987 SKU Number
PL14 Maist Snuff 9866547 SKU Number No
© Save Draft and Exit © Continue to Submit
Figure 39

After reviewing the registration, users can click on the “Continue to Submit” button to navigate
to Section VI: Confirmation Statement. (See Figure 40 below.)

34



1.10 Section VI — Confirmation Statement
This page will display the Confirmation Statement.
NOTE: Users must agree to the Confirmation Statement before submitting.

Section VI - Confirmation Statement
The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
()(3) of the Act.
WARNING: A willfully false statement is a criminal offense, U.5. Code, Title 18, Section 1001.
¥ Agree (Check the box if you agree)
Identity of the Signatory
& Owner
" Operator
" puthorized Agent
Contact Information Submitter Point of Contact
Address Line 1 Title (Optional)
11820 Help Guide Dr Please Select E
Address Line 2 (Optional) First / Given Name
Help
Country Middle Name (Optional)
UNITED STATES El
ZIP or Postal Code Last Name
20852 Guide
City Position Title
Rockville = Staff
State, Province or Territory Email Address {Optional)
Maryland E| help.guide@test com
Telephone (Include Country Code if applicable) (Optional)
00 301 5555555
Country  Area Phone Number  Extension
Fax (Optional)
001
Country  Area Fax Mumber
Company Name
Test Company
Figure 40

On the Confirmation Statement page users are required to select the Identity of the Signatory.
The options are: “Owner”, “Operator”, or “Authorized Agent.”

o If users select “Owner,” the relevant contact information fields will be pre-filled with
Contact Information for the Owner from Section IlA and can be edited.

e If users select “Operator,” the relevant contact information fields will be pre-filled with
contact information for the Operator from Section IlIA and can be edited. When the
registration has more than one Operator, users can select the Operator from the drop-
down list.

o |f users select “Authorized Agent,” they must enter the authorized agent’s contact
information.
Upon completion of this section, the registration is ready for submission. Click on the “Submit”
button. The system will display a message that users’ registration and Product Listing
information has successfully been submitted, (as shown in Figure 41 below). In order to receive
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notifications, users should configure their email’'s Spam or Junk folders to allow messages from
CTPRegistrationandListing@fda.hhs.gov.

Submission Confirmation

Thank you for submitting your registration and product listing. You will receive an acknowledgement from the Center for
Tobacco Products when your submission has been processed. In order to receive notifications, please configure your
email spamijunk to allow messages from CTPRegistrationandListing@fda.hhs.gov.

# Print Submission

Figure 41

Users may print the submission by selecting the “Print Submission” button, or return to the
TRLM Main Menu by selecting the “TRLM Home” hyperlink on the screen. If users select “Print
Submission” a new browser window will open which will allow users to print the registration
information. When finished, users can close the browser window in order to return to the TRLM
application.

1.11 Save Draft and Exit

During the registration process, users may select the “Save Draft and Exit” option to save
partially completed information users have entered up to this point. The system will display a
message showing the last date to submit a registration before the draft is deleted.
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u Department of Health and Human

FDA | TOBACCO REGISTRATION

TRLM Home ©

TRLM Home

New Registration and Product Li

ng

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing

New Registration and Product Listing

FURLS HOME

TRLM HOME

Section IV - Registration (Establishment Information)

Enter registration and contact information for each establishment being registered.

Establishment Information

Establishment Name

Establishment One
The term "establishment” means a place of business under
one ownership at one general physical location. A single
building may house more than one distinct establishment if
the establishments are under separate ownership.

Address Line 1

7400 Fullerton Road

Address Line 2 (Optional)

ZIP or Postal Code
22153

Please enter valid Zip code
City
Springfield =]

State, Province or Territory

Virginia

Establishment D&B DUNS Number (Optional)

Operation (Check all that apply) (Optional)

[ Blending r Manufacturing
[ Packaging r Labeling
[ Storing r Testing

Previo

Establishment Point of Contact (Optional)

Title

Please Select E

First/ Given Name

Jamie

Middle Name

Last Name

Jones

Position Title

Vice President

Email Address

dennis.chambers@fda.hhs.gov

Telephone (Include Country Code if applicable)
001
Country Area

Phone Number Extension

Fax
001

Country Area Fax Number

[ Reconstituting Tobacco
[T saucing (or casing)

™ other (specify)

ave Draft and Exit © Next

Figure 42
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1.12 Draft Confirmation
The user has the option from the Draft Confirmation to print the draft by clicking the “Print Draft”
button to print. See Figure 43.

U.S. Department of Health and Human

FURLS HOME TRLM HOME

[FED/A TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing

TRLM Home New Registration and Product Listing

TRLM Home Draft Confirmation

New Registration and Product Listing
Your partially completed registration and product listing information has been saved as a draft. You have until 07/31/2015 to

CumpIEtE.Draﬂ Regzieirard submit the data. To complete your registration and product listing, select "Complete Draft Registration”. If you fail to submit the
Product Listing
data by this date, it will be deleted.

4 Print Draft

Figure 43
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1.13 Print Draft

CENTER FOR TOBACCO PRODUCTS

Met Submitted Draft Submitted 0712412015

On:

Printed On: 0O7/24/2015

Account Id: new14708

SECTION | - IDENTIFICATION

Owner who is also Operator of Al Establishments

SECTION Il - REGISTRATION {Owner Information and Owner Business Struciture)

Owmer Information:

Owner Mame Owner Address:
Name of the
orporation [
Partnershigor
wnerj:

23 Ranch Ct, North
Potomac, MDD, 20878-3827
UNITED STATES

Mew WP Corp

Individual

Owner
Headquarters D&B
DUNS Number:

Owmer Point of Contact:

Title: Full Name: Victor D Smith

Position Title: VP Email Address: Hsiaofeng.yangi@fda.hhs.go
v

Phaone Mumber: 001 (301) 224-3830 Ext Fax Mumber: 001 (220) 2052841
23213

Owmner Business Structure:

Type of Business Structure: Sole Progrietorship

Owner Name: GREG

If the owner does business by
other name, please kst all
such names:

SECTION Il - REGISTRATION (Operator Information and Operator Business Structure)

Operator Information:

Operator Mame: Mew VP Corp Operator Address: 23 Ranch Ct, Morth
Potomac, MD, 20878-3827

UMITED STATES

Operator D&B
DUNS Number:

Operator Point of Contact

Title: Full Name: Victor D Smith

Position Title: VP Email Address: Hsiaofeng.yangi@fda.hhs.go
v

Phone Mumber: Fax Number: 001 [240) 2E5-4841

001 (301) 224-3830 Ext
23213

Operator Business Struchsre:

Type of Business Structure: Sole Proprietorship

Operator Mame: GREG

If the operator does business by
any other name, please kst all
such names:

Figure 44

1.14 Complete

Users can continue to complete the Registration and Product Listing by selecting the “Complete
Draft Registration and Product Listing” from the left-hand Launchpad. A message will
display informing the user the date the draft must be submitted before it will be deleted.

Each section of the registration and Product Listing will be displayed with the information that
has been previous saved as a draft. The user can edit any section by selecting the “Edit”

Draft

button for that section. (See Figure 45.)

Once users have edited and complete all of the sections required for the registration and
Product Listing they can select the “Continue to Submit” button or “Discard the Draft”
If the user selects to discard the draft, the draft changes will be removed from the system.




FPA [ TOBACCO REGISTRATION
ECTE | AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing e s
TRLM Home ©  Complete Draft Registration and Product Listing
TRLM Home WARNING: You have incomplete Product Listings that need to be completed before you can

continue to submit your registration. Please click here to view and complete your incomplete
Froduct Listings.

You have until 08/05/2015 to complete the draft registration and product listing. If you fail to submit the data by this
date, it will be deleted.

Section | - Identification

Owner Registering Alone

Section Il - Owner Information and Business

Structure
Owner Information Owner Point of Contact
Owner Name (Name of the Gorporation / Title
Partnership or Individual Owner)
Company One LLC Full Name
John Jones
Address Line 1
10903 New Hampshire Ave Position Title
coo

Address Line 2

Email Address
Country dannis.chambears@fda.hhs.gov
UNITED STATES

Phone Number

ZIP or Postal Code 001 {301) 770-9610
20903
Fax Number
City
Silver Spring

State, Province or Territary
MD

Owner Headquarters D&B DUNS Number

Owner Business Structure

Type of Business Structure Crwner Name
Sole Proprietorship de
Section IV - Establishment Information
Establishmant Name FEI Number Address
e one At FE| 10803 New Hampshine Ave, Siver Sprmg, MO 20803-1058, USA
Humber
Section V - Product Listing m
Product Product
Identification Identification Possible
Product Name Product Category Number Number Type Duplicate
Cubsan Cigar Other 9993 NervCatalog Mumber
Other Cigar Other 08393 herm/Cataleg Mumber L]
Rum Cigar Other 9904 erm/Catalog Number
Toro Cigar Other 4585 ltemn/Catalog Number

Figure 45



If users click the “Continue to Submit” button they will be navigated to the Confirmation
Statement page. See Figure 46 below.

FoA [ TOBACCO REGISTRATION

NOTE: Users must agree to the Confirmation Statement before submitting.

U.5. Department of Health and Human 3

es

FURLS HOME | TRLM HOME

AND PRODUCT LISTING MODULE

TRLM Home

Complete Draft Registration and

Product Listing

Tobacco Registration and Product Listing

TRLM Home €&  Complete Draft Registration and Product Listing

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.
[¥ Agree (Check the box if you agree)

Identity of the Signatory

i@ Owner

" Authorized Agent

Address Line 1 Title (Optional)
11820 Parklawn Dr Please Select |z|
Address Line 2 (Optional) First/ Given Name
Joe
Country Middle Name (Optional)
UNITED STATES E|
ZIP or Postal Code Last Name
20852 Smith
City Position Title
Rackville E| Owner
State, Province or Territory Email Address (Optional)
Maryland E| dennis.chambers@fda hhs.gov

Telephone (Include Country Code if applicable) (Optional)

001 30 7709610
Country Area Phone Number Extension
Fax (Optional)

001
Country Area Fax Number

Company Name

Test Company Cne

© Save Draft and Exit © Submit

Figure 46
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When the user clicks “Submit” they will be taken to the Submission Confirmation page; (see
Figure 47) below. The user will have the option of printing the Submission by selecting the
“Print Submission” where a PDF file of the submitted registration can viewed and printed. (See
Figure 48.)

U.S. Department of Health and Human 8

m TOBACCO REGISTRATION FURLS HOME | TRLM HOME
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home Complete Draft Registration and Product Listing

TRLM Home Submission Confirmation

Complete Draft Registration and
Product Listing
Thank you for submitting your registration and product listing. You will receive an acknowledgement from the Center for

Tobacco Products when your submission has been processed. In order to receive notifications, please configure your email

iz ieostz onlnionnae s spam/junk to allow messages from CTPRegistrationandListing@fda.hhs.gov.

View/Update Product Listing

Information

& Print Submission
Remove Multiple Product Material
Files

Associate Advertising Files

Figure 47
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CENTER FOR TOBACCO PRODUCTS

Submitted

Submitted On: 0772002015

Account Id. tes21640

Printed On: D7/20/2015

SECTION | - IDEMTIFICATION

Owner Registering Alone

SECTION Il - REGISTRATION (Owner information and Owner Business Structure)

Owner Information:

Owmer Name
(Name of the
Corporation /
Partnership or
Indvidual Owner):

Test Company One

Owner Address: 11320 Parklawn Dr,
Rockville, MD. 20852,
UNITED STATES

Cwmner
Headquarters D&B
DUNS Number:

Owner Point of Contact:

Title:

Full Mame: Joe Smith

Position Title: Owmner

Email Address: dennis_chambersi@fda. hhs.
gov

Phone Mumber: 001 (301) 770-8810

Fax Mumber:

Owner Business Structure:

Type of Business Structure:

Sole Proprietorship

Owmner Name: Joe Smith

If the owner does business by
any other name, please kst all
such names:

SECTION IV - REGISTRATION (Establishment Information)

Establishment Mame Address

Establishment Status

Establishment One

7400 Fuberton Road. Springfield, VA, |Active
22153, UNITED STATES

Establishment Two

10803 New Hampshire Ave, Silver Active
Sprng, MD, 20003, UNITED STATES

SECTION V - PRODUCT LISTING

Product Name |Product Product Product Possible Establishment
Category ldentification  |ldentification |Duplicate Mame(s)
Mumber Mumber Type
Cuban Cigar |Other 12345 tem/Catalog  |MNo Establishment
Mumber One;
Establishment Twe

COMFIRMATION STATEMEMNT

ldentity of the Signatory: Owner

Tikle:

Full Name: Joe Smith

Position Title:  Owner

Email Address: dennis.chambers@fda.hhs.go
v

Phone Mumber: 001 {301) 770-8810 Fax Number:
Address: 11820 Parklawn Dr. Rockville, | Company Test Company One
MD, 20852, UNITED STATES |Mame:

Mote: Registration of a tobacco establishment, assignment of an FDA Establishment ldentifier (FEI)

number, or listing or a tobacco product does not

constitute review or approval by FDA
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2. View/Update Registration Information

After users have logged into the "Tobacco Registration and Product Listing” from FDA

Industry Systems, they should navigate to the TRLM Main Menu page as shown below.

EDA | TOBACCO REGISTRATION

LI | AND PRODUCT LISTING MODULE

TRLM Home

TRLM Home

View/Update Registration
Information

View/Update Product Listing
Information

Remaove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing

For your reference, see the Guidance: Regisiration and Product Listing for Owners and Operators of Domestic Tobacco
Product Establishments.

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it
displays a currently valid OMB control number. The OMB control number for this information collection is 0910-0650
(expires 10/31/2015).

For browser requirements, click here.
Please Note: The system will automatically time out if there is no activity for 30 minutes.

Section 905(1}(1) of the Federal Food, Drug, and Cosmetic Act requires that every person who registers with FDA also
submit a list of all tobacco products which are being manufactured, prepared, compounded, or processed by that person
for commercial distribution, along with certain accompanying information, including all labeling. In addition, section 805
(i}3) of the Act requires that certain changes in the product list be submitted biannually.

Please update your product listings with these changes in June and December of each year as necessary, if you have
not done so already.

Figure 49

Once the registration is submitted the TRLM Main Menu will display the following options:

* View/Update Registration Information

+ View/Update Product Listing Information

« Remove Multiple Product Material Files

* Associate Advertising Files

View/Update Registration Information

To view, add, and edit establishment information, users can select “View/Update Registration
Information” from the TRLM Main Menu. The system will display the establishments that were
added to users’ registration, (as shown below in Figure 50).
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Tobacco Registration and Product Listing @ =
TRLM Home View/Update Registration Information
TRLM Home View/Update Establishment Registration
View/Update Registration
Information There are multiple options available to View/Update Establishment Registration.
View/Update Product Listing 1. You will have the option of saving any edits made to Establishment as a drafi. Click on the Save
Information Draft and Exit button to save a drafi. Changes in this draft must be submitted before any
additional changes can be made within the account.
ove M e Prod Mate . . . o .
E”g:gj ® Multiple Product Material 2. At any time, you can discard updates made to Establishment within the draft by clicking on the D
icon in the Action column.
Associate Advertising Files 3. At any time, you can discard all updates made in the draft by clicking on the Discard Draft
button.
Filter Establishment Registration Status
Active |Z|
Clear Sort and Filter
Show 25 [+] entries Show / hide columns Filter:
FEIHumber |2 Hame I Address |t Status It Action
Awaiting FEI Test Company 11820 Help Guide Active &
MNumber D, Rockville, MD -
20852 USA
Showing 1to 1 of 1 entries
© Add Establishment Registration
Figure 50

The Establishment Summary page contains a list of the establishment(s) that was added to
users’ registration. Users may add a new establishment to the registration or view / update an
existing one.

To add new establishments to the registration users can select the “Add Establishment
Registration” button. (For details about adding a new establishment, refer to Add
Establishment Registration).

2.1 View/Update Existing Establishment Registration

To view/update an existing establishment, select the applicable # icon. Users will navigate to
the View/Update Establishment Registration Review page for the selected establishment as
shown below. Users can view/update previously entered sections of the registration by clicking
the appropriate “Edit” button.
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Change Establishment Registration Status

Please Select [=]

Section | - Identification

Owner Registering on Behalf of Operator

Owner Information
QOwner Name (Name of the Corporation /
Parinership or Individual Owner)

Test Company

Address Line 1
11820 Help Guide Dr

Address Line 2

Country
UNITED STATES

ZIP or Postal Code
20852

City
Rockville

State, Province or Territory
MD

Owner Headquariers D&B DUNS Number

Owner Business Structure

Type of Business Structure
Sole Proprietorship

Structure

Establishment Name FEI Number

Test Company Awaiting FEI
Number

View/Update Establishment Registration

Last Year Registered
2015

Last Viewed Date
NA

Last Updated Date
NA

Last Updated By
NA

Current Establishment Reqgistration Status
Active

Section Il - Owner Information and Business Structure

Owner Point of Contact
Title

Full Name
Help Guide

Position Title
Staff

Email Address
help.guide@test.com

Phone Number
001 (301) 555-5555

Fax Number

Owner Name
Jane Doe

Section Ill - Operator Information and Business

Operator Name Address Type of Business

Test Company 11820 Help Guide Dr, Rockville, MD 20852, USA Sole Proprietorship

Section IV - Establishment Information

Address
11820 Help Guide Dr, Rockville, MD 20852, USA

© Add Another Establishment

Figure 51
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Establishment Registration Review

On the Establishment Registration Review page users can perform the following actions:

Update the status of the establishment

View or update registration information

Complete annual reqistration

View/Update Another Reqistration

Add Another Establishment

Continue to submit

Update the status of the establishment:
Users can change the establishment registration status of an active establishment to “Inactive”

or change the establishment registration status of an inactive establishment to “Active.”

When users change the status of an establishment, the system will prompt users to enter the
date of the establishment status change as displayed below (this cannot be a future date).

View/Update Establishment Registration

Change Establishment Registration Status Last Year Registered
2015
Inactive E
Last Viewed Date
Date of the Establishment status change NA
(mm/dalyyyy) Last Updated Date
05/01/2015 B NA
Last Updated By
NA
Current Establishment Registration Status
Active
Figure 52

When continuing to submit after changing the status of an active establishment to ‘Inactive,’ the

system shall display a warning message, as shown below, if the active Product Listing(s)

associated with it are not associated with any other active establishment.
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WARNING: Inactivating this establishment will inactivate the following product listing(s) associated with the
establishment:

1.PL14

Select Mext if you choose to proceed or select Previous to return to the Establishment Registration Review page.

Figure 53

If the user acknowledges inactivating the associated Product Listing(s), the user selects “Next”
to navigate to the Marketing Status Change Date page. Users will be prompted to provide the
“Marketing Status Change Date” for each of the Product Listing(s) being inactivated as

displayed below (this cannot be a future date). The user may then continue to submit the status
update.

Marketing Status Change Date

For each Product in the list, please provide the date the Product's status changed.
Marketing Status Change Date (mmiddiyyyy) ﬁ

TP Number Product Name Marketing Status Change Date (mmiddiyyyy)

TPO019317 PL14
05/01/2015 =

Figure 54

When continuing to submit after changing the status of an inactive establishment to “Active,”
users will be navigated to the “Add Product Listing” page, (as displayed below).
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Establishment Name: Test Company

Product Listing

Select product listing(s) to be added to this establishment regisiration.
Clear Sort and Filter

Show| 25 [+] entries Show / hide columns Filter:
E Product
Estﬁg;%em L u i " Product h Identification " h Product 1 h
TP Product Product Identification HNumber Possible Info
- Number Name Category Number Type Duplicate Complete Status
r TPOO19317 PL14 Moist Snuff 9866547 SKU Number Mo Yes Inactive

Showing 1 to 1 of 1 enfries
“ 1 2

© Add New Product

Figure 55

This page displays all the Product Listing(s) that were previously submitted. Users must select
the Product Listing(s) to be associated with the establishment that is being activated. Users
may select existing product(s) by checking the “Add to Establishment” checkbox alongside
each Product Listing. Users may also choose to add a new product by selecting the “Add New
Product” button. The user may then continue to submit the status update.

Complete Annual Registration:

In order to complete annual registration, users may update establishment information in Section
IV — Registration (Establishment Information) by clicking the “Edit” button on the Establishment
Registration Review page. If there are no changes, users may select the checkbox labeled
“Please check this box if there are no changes to the establishment information in
Section IV below,” (as displayed in Figure 56).

View/Update Establishment Registration

" Please check this box if there are no changes to the establishment information in Section

IV below.
Change Establishment Registration Status Last Year Registered
2014
Please Select E
Figure 56

View/Update Another Registration:

If there is more than one registered establishment for the account, users may view/update
another establishment by selecting the “Continue to View/Update Another Registration”
button on the View/Update Establishment Registration review page. This navigates users to the
View/Update Registration Information main menu screen so they may select another
establishment to view or update.

Add another Establishment:

Users may add another establishment by selecting the “Add another Establishment” button on
the View/Update Establishment Registration review page. The system navigates to Section IV -
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Registration (Establishment Information) page where users can enter information for a new
establishment.

Print Submission:

Users may print the submission by selecting the “Print Submission” button. A new browser
window will open which allows users to print the registration information that has been entered
so far. When finished, users can close the separate browser window to return to the TRLM
application.

Continue to Submit:
Once users have reviewed the registration, users can submit updates by selecting the

“Continue to Submit” button. Users will navigate to Section VI: Confirmation Statement. See
below.
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Section VI — Confirmation Statement Section
This page will display the confirmation statement before successfully submitting any changes.

Note: Users must agree to the Confirmation Statement before submitting.

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.5. Code, Title 18, Section 1001.
v Agree (Check the box if you agree)

Identity of the Signatory

" Owner
@ Operator
" Authorized Agent

Contact Information Submitter Point of Contact

Address Line 1 Title (Optional)
11820 Help Guide Dr Flease Select E
Address Line 2 (Optional) First / Given Name
Help
Country Middle Name (Optional)
UNITED STATES |Z|
ZIP or Postal Code Last Name
20852 Guide
City Position Title
Rockiille [=] Staff
State, Province or Territory Email Address (Optional)
Maryland |Z| help.guide@test.com

Telephone {Include Country Code if applicable) (Optional}

0o 301 5655555
Country Area Phone Number Extension
Fax (Optional)

0o
Country Area Fax Mumber

Company Name

Test Company

Figure 57

In this section users are required to select the Identity of the Signatory. The options are:
“Owner,” “Operator,” or “Authorized Agent.”

o If users select “Owner,” the relevant contact information fields will be pre-filled with the
Owner’s contact information and can be edited.

o If users select “Operator,” the relevant contact information fields will be pre-filled with
contact information for the Operator and can be edited. When the registration has more
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than one Operator, users can select the Operator from a drop-down list.

o If users select “Authorized Agent,” users must enter the authorized agent’s contact
information.

Upon completion of this section, the registration is ready for submission. Click “Submit” and the
system will display a message that the registration information has successfully been submitted

(as shown below).

In order to receive notifications, users should configure their email’'s Spam or Junk folders to
allow messages from CTPReqistrationandListing@fda.hhs.gov.

Submission Confirmation

The establishment registration(s) have been successfully updated.

& Print Submission

Figure 58

Users may print the submission by selecting the “Print Submission” button, or users may

choose to return to the TRLM main menu by selecting the “TRLM Home” links on the screen.

2.2 Add Establishment Registration

To add a new establishment to a registration, select the “Add Establishment Registration”
button from the View/Update Establishment Registration screen.
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Tobacco Registration and Product Listing e
TRLM Home View/Update Registration Information
TRLM Home View/Update Establishment Registration
View/Update Registration
Information There are multiple options available to View/Update Establishment Registration.
view/Update Product Listing 1. You will have the option of saving any edits made to Establishment as a draft. Click on the Save
Infarmation Draft and Exit button to save a draft. Changes in this draft must be submitied before any
additional changes can be made within the account.
ove M e Product Mate . : . ;
Eif:gj B O T 2. Atany time, you can discard updates made to Establishment within the draft by clicking on the D
icon in the Action column.
Associate Advertising Files 3. Atany time, you can discard all updates made in the draft by clicking on the Discard Draft
button_
Filter Establishment Registration Status
Active =
Clear Sort and Filter
Show| 25 [-] enfries Show / hide columns Filter:
FEINumber |2 Name n Address n Status It Action
Awaiting FEI Test Company 11820 Help Guide Active e
Number Dr, Rockville, MD :
20852, USA
Showing 1to 1 of 1 entries
© Add Establishment Registration
Figure 59

The system navigates to the Section IV - Registration (Establishment Information) screen as
displayed in below. On this page users enter their information for a new establishment and a
new establishment Point of Contact. When the registration has more than one Operator they
will be required to select at least one Operator for the establishment from the “Select
Operator(s) for this Establishment” multiple-select list box. If required, users may choose
more than one Operator to be associated with the establishment. Users may also choose to
add another Operator to be associated with the establishment by selecting the “Add another

Operator” button.
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Section IV - Registration (Establishment Information)

Enter registration and contact information for each establishment being registered.

Select operator(s) for this establishment

Test Company Autofill from Operator Information

© Add Another Operator

Establishment Information Establishment Point of Contact (Optional)

Establishment Name Title

Test Company Please Select |Z|
The term "establishment” means a place of business
under one ownership at one general physical location. A First / Given Name

single building may house more than one distinct

establishment if the establishments are under separate Help
ownership.
Middle Name
Address Line 1
11820 Help Guide Dr
Last Name
Address Line 2 (Optional) )
Guide
Position Title
ZIP or Postal Code
Staff
20852
Flease entervalid Zip code Email Address
Ccity help.guide@test.com
Rockville =] o
Telephone {Include Country Code if applicable)
State, Province or Territory 001 301 5555555
Maryland |z| Country Area Phone Mumber Extension
Fax
Establishment D&B DUNS Number (Optional) 5
Country Area Fax Mumber
Operation (Check all that apply) (Optional)
" Blending " Manufacturing " Reconstituting Tobacco
¥ Ppackaging i¥! Labeling " saucing (or casing)
- Storing r Testing " other (specify)

Figure 60

On this page users can enter information for the new establishment and the Point of Contact.
When the registration has more than one Operator, users will be required to select at least one
Operator from the “Select Operator(s) for this Establishment” select list box. If required,
users may choose more than one Operator=. Users may also choose to add another Operator
to be associated with the establishment by selecting the “Add another Operator” button.

NOTE: The following fields in Section IV are required:

Establishment Name
Address Line 1

ZIP or Postal Code

City

State, Province, or Territory
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2.3 Address Validation

The system performs an address validation as seen below. If the address is valid, no action is

taken and the system continues to the next page where users can add Product Listings to the
establishment as shown below.

If there are minor differences to the address entered, the system will display the validated
address as shown below. If the address entered cannot be verified, the system will display a
warning message as shown below. If the establishment name and address is found to be a
possible duplicate, the system will display a warning message as shown below.

Users can make changes to the address provided by selecting the “Edit Address” option, or
select the “Accept Validated Address” button to proceed to add Product Listing(s) to the
establishment.

Address Validation

Establishment Address

WARNING: This address has been verified; however minor modifications were made to the information
you entered. Please indicate whether you wish to acceptthe modifications that were made, or correct
the address yourself.

Provided Address Validated Address
Address Line 1 Address Line 1
123 Test Street 123 Test St
Address Line 2 Address Line 2
City City

Morth Potomac Morth Potomac
State State

MD MD

ZIP or Postal Code ZIP or Postal Code
20878 20878-3870
Country Country

us us

Edit Address Accept Validated Address

Figure 61
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The system will display a warning message when the establishment name and address entered
is found to be a possible duplicate. Users can make changes to the establishment by selecting

the “Back to Establishment Information” option. If users verify that the establishment name

and address is not a duplicate, users can continue to add Product Listing(s) to the

establishment.

Section IV - Registration (Establishment Information)

This establishment name and address already exists in the system. Ifthis is not a duplicate, verify that the name and
address are correct and proceed. Ifitis a duplicate, please modify the existing establishment.

© Continue

Figure 62

2.4 Add Product Listings to Establishment

Upon completing the establishment information users will navigate to the “Add Product Listing

to Establishment” page, (as displayed below).

This page displays all the Product Listings that have been added to the registration. Users may
select existing products by selecting the “Add to Establishment” check box for the appropriate
product or by adding a new product by selecting the “Add New Product” button.

Establishment Name: Test Company

Product Listing

Select product listing(s) to be added to this establishment registration.

Show 25 [«] entries

AddTo I n n n Product
Establishment
Product Product Identification
r Humber Hame Category Number
2 TPOO19317 PL14 Moist Snuff 9866547

Showing 1to 1 of 1 entries

Show / hide columns

Clear Sort and Filter

Filter:
Product
Identification n n Product u n
Number Possible Info
Type Duplicate Complete Status
SKU Number Nao Yes Active

« 1

Q@ Previous

© Add New Product

© Next

Figure 63
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2.5 Add New Product

Selecting the “Add New Product” button will navigate users to the Section V: Product Listing

page, as displayed below. Users can enter the required information for the new product added.

Section V - Registration (Product Listing)

Option II: Manually Enter Product Information

1. Product Mame (i.e., brand/sub-brand or other commercial name used in commercial distribution -
e.g., Acme Blue 100's or Acme Reconstituted Tobacco #202)

2. Product Identification Number (Must be provided if needed to uniquely identify the product)

3. Type of Product Identification Mumber (Select One)

" ltem/Catalog Number " KU Number T UPC Number

4. Intended Use of Product (Select One)

" ConsumerUse " Further Manufacturing Use

5. Consumer Use Product Category (Check applicable)

I cigarettes ™ Roll-Your-Own Tobacco I Roll-Your-Own Paper
I Chewing Tobacco I Roll-Your-Own Filters ™ snus

I Dissolvables I Dry Snuff I other (Specify)

™ Accessory Filters ™ Moist Snuff

6. Further Manufacturing Use Product Category (Check applicable)

™ Tobacco I Filters I~ Additive
I~ Paper I Pouch for Portioned I other (Specify)
Tobacco

7. Flavor (Check applicable)
[~ Menthol [~ Mone I™ Other (Specify)

Figure 64

Users should complete the “Advertising, Labeling, and Consumer Information” sections for

the Product Listing added. After adding products to establishments users can click “Next” to
navigate to the “Registration Review” page.

Registration Review Page

The system displays the registration review page and all entered information for review, as
shown in below.
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Section | - Identification

Owner Registering on Behalf of Operator

Section Il - Owner Information and Business Structure
Owner Information Owner Point of Contact
Owner Name (Name of the Corporation / Title
Partnership or Individual Owner)
Test Company Full Name
Help Guide
Address Line 1
11820 Help Guide Dr Position Title
staff

Address Line 2

Email Address
Country help.guide@test.com
UNITED STATES

Phone Number

ZIP or Postal Code 001 (301) 555-5555
20852
Fax Number
City
Rockville

State, Province or Territory
MD

Owner Headquarters D&B DUNS Number

Owner Business Structure

Type of Business Structure Owner Name
Sole Proprietorship Jane Dee
Section lll - Operator Information and Business
Structure
Operator Name Address Type of Business
Test Company 11820 Help Guide Dr, Rockville, MD 20852, USA Sole Proprietorship
Section IV - Establishment Information # Edi
Establishment Name ~ FEI Number Address
Test Company Awaiting FEI 11820 Help Guide Dr, Rockville, MD 20852, USA
Number
Section V - Product Listing & ED
Product Product
Possible
Product Name Product Category Humber Humber Type Duplicate
PL11 Dissolvables 123456 SKU Number
PL12 Dry Snuff 654321 SKU Number
PL13 Snus 156987 SKU Number
PL14 Moist Snuff 9866547 SKU Number Na

© Save Draft and Exit © Continue to Submit

Figure 65

After reviewing or updating the registration information, users can edit information for each
section, save draft and exit, or users can submit the update(s).

e Users may edit information from each section of the registration by selecting “Edit” for
the section to be edited.
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e Users can “Save Draft and EXxit” the registration or product listing. Changes in the draft
must be submitted before any additional changes can be made with the account

e Users may choose to submit by selecting the “Continue to Submit” button. Users can
navigate to Section VI: Confirmation Statement.

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.
v Agree (Check the box if you agree)

|dentity of the Signatory

% Owner
" Operator
" Authorized Agent

Contact Information Submitter Point of Contact

Address Line 1 Title (Optional)
11820 Help Guide Dr Fleasze Select E
Address Line 2 (Optional) First | Given Name
Help
Country Middle Name {Optional)
UNITED STATES [=]
ZIP or Postal Code Last Name
20852 Guide
City Position Title
Rockville [=] staff
State, Province or Territory Email Address (Optional)
Maryland E help.guide@test.com

Telephone (Include Country Code if applicable) (Optional)

001 301 5555555
Country Area Phone Mumber Extension
Fax (Optional)

001
Country Area Fax Mumber

Company Name

Test Company

© Save Draft and Exit

Q@ Previous

Figure 66

Click “Submit” to submit the registration information. The system displays a message that the
registration and Product Listing information has successfully been submitted as shown below.
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Submission Confirmation

Thank you for submitting your registration and product listing. You will receive an acknowledgement from the Center for
Tobacco Products when your submission has been processed. In order to receive notifications, please configure your
email spamijunk to allow messages from CTPRegistrationandListing@fda.hhs.gov.

&1 Print Submi

Figure 67
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3. View/Update Product Listing Information
3.1 View/Update Product Listing Information
To view, add and update Product Listings for a registered establishment, select the “View/Update

Product Listing Information” option from the TRLM Main Menu. A list of the Product Listings that
were added to the registration is displayed.

View/Update Product Listing

There are multiple options available to View/Update Product Listing(s).

1. You will have the option of saving any edits made to Product Listing(s) as a draft. Click on the
Save Drait and Exit button to save a draft. Changes in this draft must be submitted before any
additional changes can be made within the account.

2. At any time, you can discard updates made to Product Listing(s) within the draft by clicking on
the D icon in the Action column.

3. At any time, you can discard all updates made in the draft by clicking on the Discard Draft
button.

4. Ifyou have multiple files or large files (up to 2GB per file) that need to be uploaded, then click on
the Save and Upload button below to navigate o the FURLS Upload site.

Filter Product Status

Al =]
NOTE: Some of the col are hidden by default, pl click Show/Hide columns to view them.
Clear Sort and F
Show| 25 [¢] entries Show / hide calumns Filter:
H Product H
" k Product u Identification h e
TP Number Product Hame Category Number Status Action
TPO019317 FL14 Moist Snuff 9866547 Active ra
Showing 1to 1 of 1 entries
4 1 | 2
&4 Print All Product Listing(s) Update Product Listings From File © Add Product

© Save and Upload

Figure 68

3.2 View/Update Selected Product

To view/update an existing product, select the " icon associated to the desired product. The
review page for the selected product is displayed.

61



Figure 69

From the Product Listing Review page users can update the product’s marketing status.

View/Update Product Listing

Change Marketing Status

Last Viewed Date

NA
Please Select E
Last Updated Date
07/20/2015
Last Updated By
Help Guide
Current Marketing Status
Active -Reintroduced to Market
Product Information & Bd
TP Number
TP0019317
Product Name
PL14
Product Identification Number
9866547
Type of Product Identification Number
SKU Number
Intended Use of Product
Consumer Use
Consumer Use Product Category
Moist Snuff
Flavor
None
Advertising & B
Type of Advertising Unigue ID or
Material Title Internal ID Humber Date First Disseminated Uploaded File
Magazine Ad Help Guide 5555 05/01/2015 Testxlsx
Advertising
Labeling
Type of Labeling Unigue ID or
Material Title Internal ID Number Date First Disseminated Uploaded File
Package Label Help Guide Label 5543221 05/01/2015 Testxlsx
Consumer Information &=l
Type of Consumer Unigque ID or
Material Title Internal ID Number Date First Disseminated Uploaded File
Consumer Brochure Help Guide 12345 05/01/2015 Testxlsx
Brochure
Establishment & =
Associated Establishment Name FEI Number Address
~ TestCompany Awaiting FEI 11820 Help Guide Dr, Rockville, MD 20852, USA
Number
¥ TestCompany Awaiting FEI 11820 Help Guide Dr, Rockville, MD 20852, USA
Number

@ Backto Product LI

© View/Update/Add Another Product Listing

Users also can view and update the product’s information, and advertising, labeling, or consumer

information by clicking the appropriate “Edit” button. The system will display the previously
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submitted entries for the selected section. When users finish updating the section, they can click

“Next” to return to the Product Listing Review page.

If users registered more than one establishment, they can view and update the establishments

associated with the product.

After updating the product, users can view, update, and Add another Product Listing, or users can
submit the update(s). The system will display the Product Listings Summary page.

When users choose to “Continue to Submit,” the system will display the Confirmation Statement.

Users can change the marketing status of an active Product Listing to “Discontinued” or change
the marketing status of an inactive Product Listing to “Reintroduced to Market.” The system will
prompt users for the date that the marketing status changed.

View/Update Product Listing

Change Marketing Status

Discontinued E

Marketing Status Change Date (mm/ddiyyyy)

i

Last Viewed Date
NA

Last Updated Date
07/20/2015

Last Updated By
Help Guide

Current Marketing Status
Active - Reintroduced to Market

Figure 70

When a Product Listing is reintroduced to market and if users registered more than one
establishment, they will select establishment(s) to be associated with the product from the

Establishment section on the Review page.

Select establishment(s) to be added to this listing.

Registration - Establishment Information

Identify all establishments where the product is manufactured, prepared, compounded, or processed.

Associated Establishment Name FEI Number Address
v Test Company Awaiting FEI 11820 Help Guide Dr, Rockville, MD 20852, USA
MNumber
Figure 71

Users must select at least one establishment from the list to associate with the Product Listing.
Click “Next” to return to the Product Listing Review page then click “Continue to Submit” to

display the Confirmation Statement.
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Note: Users must agree to the Confirmation Statement before submitting.

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.5. Code, Title 18, Section 1001.

W agree (Check the box if you agree)

Identity of the Signatory

& Owmer
" Operator
" Authorized Agent
Contact Information Submitter Point of Contact

Address Line 1 Title (Optional}

11820 Help Guide Dr Flease Select |z|
Address Line 2 {Oprional) First/ Given Name

Help

Country Middle Name (Optional)

UNITED STATES E|
ZIP or Postal Code Last Name

20852 Guide
City Paosition Title

Rockville =] Staff
State, Province or Territory Email Address (Optional}

Waryland E| help.guide@test.com

Telephone (Include Country Code if applicable) (Optional)
001 301 5555555

Country Area Phone Number Extension

Fax (Optional)
oo

Country Area Fax Number

Company Name

Test Company

Figure 72

On this page users are required to select the Identity of the Signatory. The options are: “Owner”,
“Operator”, or “Authorized Agent”.

o If users select “Owner” the relevant contact information fields will be pre-filled with contact
information for the Owner and can be edited.

o If users select “Operator” the relevant contact information fields will be pre-filled with
contact information for the Operator and can be edited. When the registration has more
than one Operator, users can select the Operator from the drop-down list.

e |f users select “Authorized Agent” they must enter the Authorized Agent’s contact
information.

Upon completion of this section, the registration is ready for submission. Once users click “Submit”
the system will display that the registration and Product Listing information has successfully been
submitted. In order to receive notifications, users should configure their email’s Spam or Junk
folders to allow messages from CTPRegistrationandListing@fda.hhs.qgov.
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3.3 Add Product Listing

To add products for a registered establishment, users can select “View/Update Product Listing
Information” from the TRLM Main Menu. The system will display the added Summary of the
Product Listings.

U.S. Department of Health and Human Se

I@/A_\ TOBACCO REGISTRATION FURLS HOME | TRLM HOME
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing e =

TRLM Home View/Update Product Listing Information

TRLM Home View/Update Product Listing

View/Update Registration Information

There are multiple options available to View/Update Product Listing(s).
View/Update Product Listing

Information 1. You will have the option of updating Product Listing(s) from an Excel file.

2. You will have the option of saving any edits made to Product Listing(s) as a draft. Click on the
Save Draft and Exit button to save a draft. Changes in this draft must be submitted before any
additional changes can be made within the account.

Remove Multiple Product Material
Files

feetdz TRy F = « At any time, you can discard updates made to Product Listing(s) within the draft by clicking on

the ‘D icon in the Action column.
« At any time, you can discard all updates made in the draft by clicking on the Discard Draft
button.

3. If you have multiple files or large files (up to 2GB per file) that need to be uploaded, then click
on the Save and Upload button below to navigate to the FURLS Upload site.

Filter Product Status

Al =

NOTE: Some of the columns are hidden by default. Please click Show/Hide columns to view them.
Clear Sort and Filter

25 [] entries Show / hide columns Filter:
i H Product |t 18 Product It
Product Product Identification Info

amber Name Category Number Status Complete Action
0019329 Churchill Other 88330 Active Yes 7
0019333 Corona Cther 44936233 Active Yes ra
0019313 Cuban Cigar Other 12345 Active Yes v
0019332 Diadema Other 9342887 Active Yes 7
0019327 Panatela Other 93993 Active Yes ya
0019328 Presidente Other 6736703 Active Yes v
0019330 Robusto Other 55383 Active Yes v
0019326 Rum Cigar Other 7833002 Active Yes ya
0019331 Toro Other 83833 Active Yes v
ing 1to 9 of 9 entries

J [ T »

¥ Print All Product Listing(s) Update Product Listings From File © Add Product

© Save and Upload




The View / Update Product Listing page contains a list of the products that were added to the
registration and provides the option to add a Product Listing.

Users can click “Add Product” to enter the new product’s information.
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A_\ TOBACCO REGISTRATION FURLS HOME | TRLMHOME
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing e s

TRLM Home € View/Update Product Listing Information

TRLM Home Section V - Registration (Product Listing)

View/Update Registration Information Manually enter product information or upload product listing(s) from a file.

View/Update Product Listing Option I: Upload From File

Information
Remove Multiple Product Material ‘You may upload product listings from an Excel spreadsheet. Download the Product Listing Template.
Files (Maximum allowed file size 50 MB.)
Associate Advertising Files Select the file to upload for product listing(s) 1 Upload
Browse

Option II: Manually Enter Product Information

1. Product Name (i.e., brand/sub-brand or other commercial name used in commercial distribution - e.g.,
Acme Blue 100's or Acme Reconstituted Tobacco #202)

2. Product Identification Number (Must be provided if needed to uniquely identify the product)

@

. Type of Product Identification Number (Select One)

" ttem/Catalog Number " SKU Number ' UPC Number

S

. Intended Use of Product (Select One)

" Consumer Use " Further Manufacturing Use

5. Consumer Use Product Category (Check applicable)
[ Cigarettes I Roll-Your-Own Tobacco I Roll-Your-Own Paper
I Chewing Tobacco I Roll-Your-Own Filters I snus
[ Dissolvables I Dry Snuff [~ Other (Specify)
r Accessory Filters I™" Moist Snuff

@. Further Manufacturing Use Product Category (Check applicable)
I Tobacco I Filters I Additive
- Paper I”" Pouch for Portioned I other (Specify)
Tobacco

-

. Flavor (Check applicable)

I Menthol ™ None ™ Other (Specify)

8

. Please provide the date the product was introduced to market. (mmi/ddiyyyy)

—
=
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Product Name (required)

o Brand/sub-brand or other commercial name used in commercial distribution (e.qg.,
Acme Blue 100s). Users can enter up to 120 characters for Product Name.

Product Identification Number (optional)

0 Users can enter up to 100 characters. Users must enter Product Identification
Number if needed to uniquely identify the product. If users enter a Product
Identification Number users also must enter “Type of Product Identification
Number.”

Type of Product Identification Number (required if Product Identification Number was
entered)

o0 If users entered a “Product Identification Number”, users must select a “Type of
Product Identification Number.”

Intended Use of Product (required)
0 Users must select either “Consumer Use” or “Further Manufacturing Use.”

Consumer Use Product Category (required if Consumer Use was selected for
Intended Use of Product)

0 Users must select one or more “Product Category.” If the appropriate Product
Category is not listed, users must select “Other” and enter its category in the text
field.

Further Manufacturing Use Product Category (required if Further Manufacturing was
selected for Intended Use of Product)

0 Users must select one or more uses. If the appropriate Product Category is not
listed users must select “Other” and enter its category in the text field.

Flavor (optional)

0 Users can select one or more flavors. If the product’s Flavor is not listed, users can
select “Other” and enter a flavor in the text field.

When users choose to continue from the Product Information page, the system will display the
Advertising, Labeling, and Consumer Information page.
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EDA TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

TRLM Home

View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing 0=

TRLM Home & View/Update Product Listing Information

Advertisement, Labeling and Consumer Information

a. A representative sampling of advertising may be required. Please see the guidance document, Section
lIl.C.2., for additional details.

b. Each uploaded file is limited to 50 MB. Please Note: If the upload time exceeds 30 minutes, the system
will time out.

¢. For each advertisement, we request that you provide the following optional information:

Type of Advertising Material (e.g., Magazine)
Internal Identification Number, as Applicable

Date Advertisement was First Disseminated

Product Name: Cuban Cigar

Advertising Labeling Consumer Information

Advertising

Type of Advertising Material (e.g., magazine ad)

FDA interprets 'a representative sampling of advertisements' to mean typical advertising material
(excluding labeling) that reflects the full range of promotional statements made for the tobacco product.
For example, if more than one magazine advertisement is used but the promotional content is
essentially identical, only one need be submitted.

Title

Unique ID or Internal ID Number

Date First Disseminated (mm/ddlyyyy)
e
b=

Upload File (Maximum size for each file is 50 MB)

| Browse T Upload

[ Product has no Advertising

© Goto Labeling ® Cancel © Add/Update

A representative sampling of advertising for the product may be required. Users should refer to the
Section 111.C.2 Guidance document for additional details.

Users can enter information about the product’s advertising on the Advertising Information page.
Users can upload advertising or indicate that the product has no advertising by checking the
“Product has no Advertising” box. If users upload advertising file(s) for the product, they also
have the option to enter details about the product’s advertising, including:
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e Type of Advertising (optional)
0 Users can enter up to 120 characters.
o Title (optional)
0 Users can enter up to 120 characters.
e Unique ID or Internal ID Number (optional)
0 Users can enter up to 40 characters.
o Date First Disseminated (optional)
0 Users can select a date from the calendar icon or enter a date.

When users finish entering the product’s advertising, the system will display the Advertising

Summary page that lists the entire product’s advertising. If users indicated that the product has no

advertising, the system will display the Labeling Information page.

ST s Advertisement, Labeling and Consumer Information

View/Update Registration Information a. Arepresentative sampling of advertising may be required. Please see the guidance document, Section
ll.C.2., for additional details.

i Jpda st o . .
b. Each uploaded file is limited to 50 MB. Please Note: If the upload time exceeds 30 minutes, the system

will time out.

Remove Multiple Product Material ¢. For each advertisement, we request that you provide the following optional infermation:

Files

Type of Advertising Material (e.g., Magazine)
DAl Internal Identification Number, as Applicable

Date Advertisement was First Disseminated

Product Name: Cuban Cigar

Unique ID or
Material Material Internal ID Date First
Category Type Title Number Disseminated Uploaded File Action
Advertising Bus Test 89993 07/22/2015 Penguins jpg s %

To edit advertising, users can click on the # icon to display the Advertising Information that was

previously entered. Users can edit the Advertising information and click “Continue” to return to the

Advertising Summary page.

To delete advertising, users can click on the X icon.
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[FD/A | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

TRLM Home

View/Update Registration Information

View/Update Product Listing

Information

Remove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing @ s

TRLM Home & View/Update Product Listing Information

Advertisement, Labeling and Consumer Information

a. Attach all labeling for this product. Please see the guidance document, Section IIl.C.2., for additicnal
details.

b. Each uploaded file is limited to 50 MB. Please Note: If the upload time exceeds 30 minutes, the system
will time out.

c. Foreach item of labeling, we request that you provide the following optional information:
Type of Labeling Material (e.g., Package Labeling)
Internal Identification Number, as Applicable

Date Labeling was First Disseminated

Product Name: Cuban Cigar

Unique ID or
Material Material Internal ID Date First
Categery Type Title Number Disseminated Upleaded File Acticn
Advertising Bus Test 89993 07/22/2015 Penguins.jpg P

Labeling
Universal Preduct Code(s) (UPC)

Type of Labeling Material (e.g., package label)

The term 'labeling' based on section 201(m) of the Act (21 U.S.C. 321(m), means all labels and other
written, printed or graphic matter (1) upon any tobacco product or any of its containers or wrappers, or
(2) accompanying such product.

Title

Unique ID or Internal ID Number

Date First Disseminated (mm/ddlyyyy)
ey
B

Upload File (Maximum size for each file is 50 MB)

‘ Browse T Upload

[ Product has ne Labeling

@ Back to Advertising © Goto Consumer ® Cancel © Add/ Update

Labeling for a product is required. Users should refer to the Section 111.C.2 Guidance document for

additional details.
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Users can enter information about the product’s labeling on the Labeling Information page. Users
must upload at least one labeling file or indicate that the product has no labeling by checking the
“Product Has No Labeling” box for each product. If users upload labeling file(s) for the product,
they also have the option to enter details about the product’s labeling, including:
e Product UPC code(s) (optional)
0 Users can enter one or more UPC codes separated by commas.
e Type of Labeling Material (optional)
0 Users can enter up to 120 characters.
e Title (optional) — Users can enter up to 120 characters.
e Unique ID or Internal ID Number (optional)
0 Users can enter up to 40 characters.
e Date First Disseminated (optional)

0 Users can select a date from the calendar icon or enter a date.

Labeling Information

U.S. Department of Health and Human Services

[=)/AY TOBACCO REGISTRATION FURLS HOME | TRLM HOME
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home View/Update Product Listing Information

T Advertisement, Labeling and Consumer Information

View/Update Registration Information a. Attach all labeling for this product. Please see the guidance document, Section lII.C.2., for additional
details.

i Jpdate isf

x‘;‘:‘;:izﬁe Product Listing b. Each uploaded file is limited to 50 MB. Please Note: If the upload time exceeds 30 minutes, the system
will time out.

Remove Multiple Product Material c. For each item of labeling, we request that you provide the following optional information:

Files

Type of Labeling Material (e.g., Package Labeling)

A S I HRES Internal Identification Number, as Applicable

Date Labeling was First Disseminated

Product Name: Cuban Cigar

Unique ID

Material Material or Internal Date First
Category Type Title ID Number Disseminated Uploaded File Action
Advertising Bus Test 89993 07/22/2015 Penguins_ jpg P
Labeling label ad 8993 07/22/2015 Chrysanthemum.jpg S x
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To edit labeling, users can click on the # icon to display the Labeling Information that was
previously entered. Users can edit the labeling information and click “Continue” to return to the
Labeling Summary page.

To delete labeling users can click on the X icon.

Consumer Information

U.S. Department of Health and Human Services

I@/A_\ TOBACCO REGISTRATION FURLS HOME | TRLM HOME
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing e

TRLM Home View/Update Product Listing Information

T - Advertisement, Labeling and Consumer Information

View/Update Registration Information a. Consumer information may be required. Please see the guidance document, Section Ill.C.2., for
additional details.

=w/Upda sti

?g;x:ﬂ:te Product Listing b. Each uploaded file is limited to 50 MB. Please Note: If the upload time exceeds 30 minutes, the system
will time out.

Remove Multiple Product Material c. For each item, we request that you provide the following optional infermation:

Files

Type of Material (e.g., Consumer Brochure)
Gt S Sl IR Internal Identification Number, as Applicable

Date Material was First Disseminated

Product Name: Cuban Cigar

Unique ID
Material Material or Internal Date First
Category Type Title ID Number Disseminated Uploaded File Action
Advertising Bus Test 89993 07/22/2015 Penguins_jpg /‘ x®
Labeling label ad 8993e 07/22/2015 Chrysanthemum.jpg S R
Consumer brochure consumer 7739 07/2212015 Jellyfish.jpg P 4
Information ‘

To edit Consumer information, users can click on the < icon to display the Consumer Information
that was previously entered. Users can edit the Consumer Information and click “Continue” to
return to the Consumer Information Summary page.

To delete Consumer Information, users can click on the x icon.

If users’ registration has more than one establishment. When select “Next” the system will display
a list of the establishments added to the registration.
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Establishment Information

U.S. Department of Health and Human

Se

FDA | TOBACCO REGISTRATION

TRLM Home

TRLM Home

View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing

View/Update Product Listing Information

FURLS HOME

TRLM HOME

Registration - Establishment Information

Identify all establishments where the product is manufactured, prepared, compounded, or processed.

Select establishment(s) to be added to this listing.

Associated Establishment Name FEI Numbker

- Establishment Two Awaiting FEI
MNumber

— Establishment One Awaiting FEI
Number

Address
10903 New Hampshire Ave, Silver Spring, MD 20903, USA

7400 Fullerton Road, Springfield, VA 22153, USA

Users must select at least one establishment from the list to associate with the Product Listing’s

added users.

When users continue from the Establishment Information page, the system will display the Product

Listing page.

From the Product Listing page users can choose to edit a Product Listing, add another Product
Listing, or continue to submit.
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View / Update Product Listing

U.8. Department of Health and Human

FDA | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home €  View/Update Product Listing Information

TRLM Home View/Update Product Listing

View/Update Registration Information

There are multiple options available to View/Update Preduct Listing(s).
View/Update Product Listing

Information 1. You will have the option of updating Product Listing(s) from an Excel file.

2. You will have the option of saving any edits made to Product Listing(s) as a draft. Click on the
Save Draft and Exit button to save a draft. Changes in this draft must be submitted before any
additional changes can be made within the account.

Remove Multiple Product Material
Files

gssceieldietisnalies - At any time, you can discard updates made to Preduct Listing(s) within the draft by clicking on

the ‘D icon in the Action column.
= Atany time, you can discard all updates made in the draft by clicking on the Discard Draft
button.

3. If you have multiple files or large files (up to 2GB per file) that need to be uploaded, then click
on the Save and Upload button below to navigate to the FURLS Upload site.

Filter Product Status

All [=]

NOTE: Some of the columns are hidden by default. Please click Show/Hide columns to view them.
Clear Sort and Filter

ow 25 =] entries Show / hide columns Filter:
i} 18 i} Product |t 18  Product |t
TP Product Product Identification Info
Number Name Category Number Status Complete Action
TP0019329 Churchill Other 88330 Active Yes v
TP0019333 Corona Other 44936233 Active Yes ra
Cuban Cigar Other 8839 Yes P

TP0019313 Cuban Cigar Other 12345 Active Yes v
TP0019332 Diadema Other 9342887 Active Yes v
TP0019327 Panatela Other 93993 Active Yes ra
TP0019328 Presidente Other 6736703 Active Yes ra
TP0019330 Robusto Other 55383 Active Yes v
TP0019326 Rum Cigar Other 7833003 Active Yes v
TP0019331 Toro Other 83633 Active Yes ra

1owing 1 to 10 of 10 entries
<« | I} »

%1 Print All Product Listing(s) Update Product Listings From File © Add Product

© Save and Upload © Save Draft and Exit © Continue to Submit




Users can click “Continue to Submit.” The system will display the Confirmation Statement page.

Note: Users must agree to the Confirmation Statement before submitting.
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Confirmation Statement

U.8 Department of Health and Human 8

[FoA TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

FURLS HOME TRLM HOME

TRLM Home

View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing e s

TRLM Home & View/Update Product Listing Information

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.
[¥ Agree (Check the box if you agree)

Identity of the Signatory

' Authorized Agent

Address Line 1 Title (Optional)
11820 Parklawn Dr Please Select E
Address Line 2 (Optional) First / Given Name
Joe
Country Middle Name (Optional)
UNITED STATES E
ZIP or Pestal Code Last Name
20852 Smith
City Position Title
Rockville Owner
State, Province or Territory Email Address (Optional)
Maryland E dennis.chambers@fda hhs.gov

Telephone (Include Country Code if applicable) (Optional)

001 301 7709610
Country Area Phone Number Extension
Fax (Optional)

001
Country Area Fax Number

Company Name

Test Company Cne

On this page users are required to select the Identity of the Signatory. The options are: “Owner”,
Operator”, or “Authorized Agent.”

o If users select “Owner,” the relevant contact information fields will be pre-filled with contact
information for the Owner from Section 1lA and can be edited.
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o If users select “Operator,” the relevant contact information fields will be pre-filled with
contact information for the Operator from Section IlIA and can be edited. When the
registration has more than one Operator, users can select the Operator from the drop-down
list.

e If users select “Authorized Agent,” they must enter the authorized agent’s contact
information.

Upon completion of this section, the registration is ready for submission. Users can click on the
“Submit” button. The system will display a message that users’ registration and Product Listing
information has successfully been submitted. In order to receive notifications, users should
configure their email’'s Spam or Junk folders to allow messages from
CTPRegistrationandListing@fda.hhs.gov.

3.4 Upload Files

To upload a file, users can click “Browse” to find the file to upload. Users should then click
“Upload.”

The system will display the file name and file size of the uploaded file. File size is limited to 50MB
per file.

The following file types are accepted: .pdf, .xpt, .xml, .dtd, .gif, .tif, .jpg, .sgml, .mol, .xls, .xIsx, .csv,
.wmv, .avi, and .zip.

3.5 Update Product Listings from File

The user can update Product Listings from a file by clicking the “Update Product Listing from
File” button and will be navigated to the page to download the Product Listing Template and the
CTP upload template.

If there are multiple and/or large files, (2GB per file), that need to be uploaded, users can click on
the “Save and Upload” button to navigate to the FURLS Upload site.
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lUA_\ TOBACCO REGISTRATION FURLS HOME TRLM HOME

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing e s

TRLM Home &  View/Update Product Listing Information

TRLM Home View/Update Product Listing

View/Update Registration Information

There are multiple options available to View/Update Product Listing(s).
View/Update Product Listing

Information 1. You will have the option of saving any edits made to Product Listing(s) as a draft. Click on the
Save Draft and Exit button to save a draft. Changes in this draft must be submitted before any
Remove Multiple Product Material additional changes can be made within the account.

Fil
es 2. At any time, you can discard updates made to Product Listing(s) within the draft by clicking on

e R R T the "D icon in the Action column.

3. At any time, you can discard all updates made in the draft by clicking on the Discard Draft
button.

4. If you have multiple files or large files (up to 2GB per file) that need to be uploaded, then click
on the Save and Upload button below to navigate to the FURLS Upload site.

Filter Product Status

Al =

NOTE: Some of the columns are hidden by default, please click Show/Hide columns to view them.
Clear Sort and Filter

Show 25 [=] entries Show / hide columns Filter:
It g i) Product |t J&  Product |t
P Product Product Identification Info
Number Name Category Number Status Complete Action
TP0019313 Cuban Cigar Other 12345 Active Yes 7

Showing 1 to 1 of 1 entries
< | 1 b

=4 Print All Product Listing(s) Update Product Listings From File © Add Product

© Save and Upload
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The user can update Product Listings from a file by clicking the “Update Product Listing from
File” button and will be navigated to the page to download the Product Listing Template.

The downloaded template(s) will generate a Excel file with only saved/submitted Product Listings.

U.S. Department of Health and Human Services

FURLS HOME TRLM HOME

FPA [ TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing U

TRLM Home View/Update Product Listing Information

TRLN Home Update Product Listings From File

View/Update Registration Information

View/Update Product Listing 1. Click on the Product Listing Template hyperlink to download the CTP upload template that can
Information be saved and used for Product Listing uploads. (Maximum allowed file size 50 MB.)

Remove Multiple Product Material Note: Only saved/submitted Product Listings can be downloaded.

== 2. Make product listing updates in the template. The Update Product column will default to "No"
for all rows. You will need to select "Yes" from the drop-down for Product Listings that are
updated.

The system will ignore any changes to TP Number or Current Status of Product.

Associate Advertising Files

3. Upload the completed template file below.

Select the file to upload for product listing(s) 1 Upload

| Browse

@ Previous

e Users should make Product Listing updates in the template(s). The “Update Product”
column will default to "No" for all rows. Users will need to select "Yes" from the drop-down
for Product Listings that are updated. The system will ignore any changes to TP Number or
Current Status of Product.

e Product Name (required) — Brand/sub-brand or other commercial name used in
commercial distribution (e.g., Acme Blue 100s). Users can enter up to 120 characters for
Product Name.

e Product Identification Number (optional) — Users can enter up to 100 characters. Users
must enter Product Identification Number if needed to uniquely identify the product. If
users enter a Product Identification Number users also must enter Type of Product
Identification Number.

e Type of Product Identification Number (required if Product Identification Number was
entered) — If users entered a Product Identification Number, users must select a Type of
Product Identification Number.

¢ Intended Use of Product (required) — Users must select either Consumer Use or Further
Manufacturing Use.

e Consumer Use Product Category (required if Consumer Use was selected for Intended
Use of Product) — Users must select one or more Product Category. If the appropriate
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Product Category is not listed, users must select “Other” and enter its category in the text
field.

e Further Manufacturing Use Product Category (required if Further Manufacturing was
selected for Intended Use of Product) — Users must select one or more uses. If the
appropriate Product Category is not listed, users must select “Other”, and enter its
category in the text field.

e Flavor (optional) — Users can select one or more flavors. If the product’s flavor is not listed,
users can select “Other” and enter a flavor in the text field.

e “Other” Flavor — Users must select one or more uses. If the appropriate Product Category
is not listed, users must select “Other”, and enter its category in the text field.

e Current Status of the Product — The current status of the Product (Active, Inactive, etc.).

e Change Marketing Status — Change that marketing status of the associated Product.

e Marketing Status Change Date (mm/dd/yyyy) — The date that the Product’s marketing
status was changed.

Product Listing

Templ ate

L I D BT 0015 1171 786456232972379079340 11.xts [Companiaility Mode] | Micrgsoft Excel — ———— e -

n S e W i R s Revie (7] o
K28 - L
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30 s
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Product Updates
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Updates
The system will display the View / Update Product Listing page; it is here that users have the
option of continuing to edit the Product Listing.
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Department of Health and Huma

EDA | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home €& View/Update Product Listing Information

TRLM Home View/Update Product Listing

View/Update Registration Information

There are multiple options available to View/Update Product Listing(s).
View/Update Product Listing

Information 1. You will have the option of updating Product Listing(s) from an Excel file.

2. You will have the option of saving any edits made to Product Listing(s) as a draft. Click on the
Save Draft and Exit button to save a draft. Changes in this draft must be submitted before any
additional changes can be made within the account.

Remove Multiple Product Material
Files

gescer el eS - At any time, you can discard updates made to Product Listing(s) within the draft by clicking on

the "D icon in the Action column.

= At any time, you can discard all updates made in the draft by clicking on the Discard Draft
button.
3. If you have multiple files or large files (up to 2GB per file) that need to be uploaded, then click
on the Save and Upload butten below to navigate to the FURLS Upload site.

Filter Product Status

Al =

NOTE: Some of the columns are hidden by default. Please click Show/Hide columns to view them.
Clear Sort and Filter

Show | 25 [=] entries Show / hide columns Filter:
I 1 i} Product |t J&  Product |t
TP Product Product Identification Info
Number Name Category Number Status Complete Action
TP0019329 Churchill Other 88330 Active Yes ra
TP0019333 Corona Other 44936233 Active Yes v
TP0019313 Cuban Cigar Other 12345 Active Yes v
TP0086426 Cuban Cigar Other 8839 Active Yes ra
TP0019332 Diadema Other 9342887 Active Yes ra
TP0019327 Panatela Other 93993 Active Yes ra
TP0019328 Presidente Other 6736703 Active Yes ra
TP0019330 Robusto Other 55383 Active Yes v
TP0019326 Rum Cigar Other 7833003 Active Yes v
TP0019331 Toro Other 83633 Active Yes ra
Showing 1 to 10 of 10 entries
< I D
1 Print All Product Listing(s) Update Product Listings From File © Add Product

© Save and Upload © Save Draft and Exit © Continue to Submit
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Confirmation Statement

When the user selects the “Continue to Submit” button they will be navigated to the Confirmation
Statement for agreement prior to submitting the Product Listing updates. Users should select
“Submit” to continue with the Product Listing updates.

U.S. Department of Health and Human Services

EDA | TOBACCO REGISTRATION

FURLS HOME TRLM HOME

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing L

TRLM Home &  View/Update Product Listing Information

TRLM Home

View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 905
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.
[ Agree (Check the box if you agree)

Identity of the Signatory

i Owner

" Authorized Agent

Address Line 1 Title (Optional)
11820 Parklawn Dr Please Select E
Address Line 2 (Optional) First/ Given Name
Joe
Country Middle Name (Optional)
UNITED STATES
ZIP or Postal Code Last Name
20852 Smith
City Position Title
Rockville Owner
State, Province or Territory Email Address (Optional)
Maryland IZ| dennis.chambers@fda.hhs.gov

Telephone (Include Country Code if applicable) (Optional)

001 301 7709610
Country Area Phone Number Extension
Fax (Optional)

001
Country Area Fax Number

Company Name

Test Company Cne
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Submission Confirmation
The Submission Confirmation page will display a message the Product Listing(s) have been
updated successfully.

The user will have the option to print the updated Product Listing(s) from this submission by
selecting “Print Updated Product Listing(s)” or “Print All Product Listing(s).”

U.8. Department of Health and Human Services

/A [ TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home View/Update Product Listing Information

TRLM Home Submission Confirmation

View/Update Registration Information

View/Update Product Listing The Product Listing(s) have been updated successfully.
Information

Remove Multiple Product Material =1 Print Updated Product Listing(s)
Files

%1 Print All Product Listing(s)

Associate Advertising Files

85



3.6 Save and Upload

If a user has multiple files or large files, up to 2GB per file, that need to be uploaded then click on
the “Save and Upload” button to navigate to the FURLS Upload site.

Department of Health and Humz

FURLS HOME TRLM HOME

EDA | TOBACCO REGISTRATION

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home View/Update Product Listing Information

TRLM Home View/Update Product Listing

View/Update Registration Information
There are multiple options available to View/Update Product Listing(s).

View/Update Product Listing

Information 1. You will have the option of saving any edits made to Product Listing(s) as a draft. Click on the
Save Draft and Exit button to save a draft. Changes in this draft must be submitted before any
Remove Multiple Product Material additional changes can be made within the account.

Fil
e 2. Atany time, you can discard updates made to Product Listing(s) within the draft by clicking on

Fesrr T e the 'Dicon in the Action column.

3. Atany time, you can discard all updates made in the draft by clicking on the Discard Draft
butten.

4. If you have multiple files or large files (up to 2GB per file) that need to be uploaded, then click
on the Save and Upload button below to navigate to the FURLS Upload site.

Filter Product Status

All =]

NOTE: Some of the columns are hidden by default, please click Show/Hide columns to view them.
Clear Sort and F

Show 25 [=] entries Show / hide columns Filter:
" Product L Product " Ideﬁlrt?f?:aition " E F‘rl?;fin:.;":t "

TP Number Name Category Number Status Complete Action
TP0019329 Churchill Other 88330 Active Yes ra
TP0019333 Corona Other 44936233 Active Yes ya
TP0O019313 Cuban Cigar Other 12345 Active Yes ra
TP0019332 Diadema Other 9342887 Active Yes v
TP0019327 Panatela Other 93993 Active Yes v
TP0019328 Presidente Other 6736703 Active Yes v
TP0019330 Robusto Other 55383 Active Yes ya
TP0019326 Rum Cigar Other 7833003 Active Yes ya
TP0O019331 Toro Other 83633 Active Yes v

Showing 1 to 9 of 9 entries
< 1 b

#4 Print All Product Listing(s) Update Product Listings From File © Add Product

© Save Jpload
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Draft Confirmation

When you select the “Save and Upload” the system will save a draft of the current registration or
product listing and present the Draft Confirmation message below. The draft will provide a date
when the user must submit the updates before the draft will be discarded.

U.S. Department of Health and Human Services

FURLS HOME TRLM HOME

FDA [ TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing s

TRLM Home View/Update Product Listing Information

TRLM Home Draft Confirmation

View/Update Registration Information

View/Update Product Listing Your partially completed Product Listing Information has been saved as a draft.
Information The next step to complete your Product Listing Information is to upload your advertising, labeling and/or consumer information
files. The system will display a new window and you will be prompted to browse and upload files.

Remove Multiple Product Material

Files Once you have finished uploading your files, select 'View/Update Product Listings' from the TRLM Main Menu to submit your

draft.

Associate Advertising Files You have until 08/11/2015 to submit the updates to the Product Listing(s). If you fail to submit the updates to the Product Listing
(s) by this date, the saved draft will be discarded.

Click e I ESEILENNEERER to begin your upload.

=4 Print Updated Product Listing(s)

¥ Print All Product Listing(s)

FDA FURLS Upload System - Login
You will need to login into the FDA FURLS Upload system by entering your password and
checking “l understand”

FoA | ONLINE ACCOUNT
MIYW | ADMINISTRATION (OAA)

FDA FURLS Upload System

Login

Existing account holders, enter your password.
Account ID: tes21840

Password

Under 18 U.S.C. 1001, anyone who makes a iy falge, fetit ar fr
to the U.5. is subject to criminal penaities.

™ I understand.

FAQ  Help Desk  Privacy

oneo P Hatiee System mierace snoncag roce
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Add Advertising, Labeling and Consumer Informtion — Large File Upload

In the TP Number dropdown select the TP number that the files will be uploaded to and select the
Material Category to me uploaded, Advertising, Labeling or Consumer Information. You can only
load one category type at a time.

EDA | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing L

TRLM Documents Upload

Advertisement, Labeling and Consumer Information

The table below lists all the ising, Labeling. and Inf ion included in the Product Listing(s) draft within the account. You have
the option of removing any file in the draft by selecting the ¥ icon in the Action column.

You can add additienal files by choesing the TP Mumber, the type of file (Advertising, Labeling or Consumer Information) by adding files in the
uplead box below. Once you have added your files, select the Start Uplead fo begin the upleading process.

The information below Is filtered fror

he text In the Filter box. Filtering Is case Ins:
displayed. To filter on multiple words, separate the words by a space. The Sort and

& and will match the entered text across all columns
ring can be cleared by clicking Clear Sort and Filter.

Clear Sort and Filtar

Show s |[=| entries yw | hide columns: Filter:

TP Humber | Material  |j Material Type Jf Uploaded File Jf Action

Categary
TPO019313 Consumenr Chrysanthemur x
TPO019313 Labeling Package Label Lighthouse g ®
TPO019313 Advertising Bus Ad Desert jpg x
TPOD18326 Advestising Bus Ad ®
TPOMSEN Advertising Bus Ad ®
Showing 1 to 5 of 5 entries
Add Advertising, Labeling And C Inf
TP Number TPDO193137| Material Category Advertising 7

a. A representative sampling of advertising may be required. Please see the guidance document, section IIl.C.2., for additional details.
b. Each uploaded file is limited to 2 GB. Please Mete: If the uplead time exceeds 2 hours, the system will time out.
¢. Fer each advertisement. we request that you provide the following cptional information:

Type of Ad

g Material (e.g., ine)

Internal ification Number, as

Date Advertisement was First Disseminated

Title Unigue ID or Internal ID Number
Type of Advertising Material (e.g.. magazine ad) Date First Disseminated (mm/ddiyyyy)
=
i S Bo
Ha fies
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Add Upload Files
Select the “Add” button to open your browser to select the files you want to add. After the files
have been added select the “Start Upload” to begin uploading the files for the product.

FDA | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing o8

TRLM Documents Upload

Advertisement, Labeling and Consumer Information

The table below lists all the Advertising, Labeling, and Consumer Infomation included in the Product Listing(s) draft within the account. You have
the option of remeving any file in the draft by salecting the ¥ icon in the Action column.

You can add additional files by choosing the TP Number, the type of file (Advertising. Labeling or Consumer Information) by adding files in the
uplead box below. Once you have added your files, select the Start Upload to begin the upleading process.

The information below is filtered from the text in the Filter box, Filtering is case insensitive and
displayed. Te filter on multiple words, separate the words by a space. The Sort and Filterin

vill match the entered text acress all columns
n be cleared by clicking Clear Sort and Filter

Clear Sort and Filter
e columng Filter:

Show 5 :v entries Sherw |

TP Mumber & Matarial It Material Type |t UplcadedFile |t Action
Category
TPO019313 Carsurmer Consumerr ®
Infarmatian drachure
TROME Package Label x
TPOO19313 Acbeentisng Bus Ad x
TROD18326 Advertisng Bus Ad ®
TROD18331 Advertisng Bus Ad Deser jpg ®
Showing 1 to 5 of 5 entries
Add Advertising, Labeling And Consumer Information
TP Number TP0019313 )% Material Category Advertising [

a. A representative sampling of advertising may be required. Please see the guidance document, section II1.C.2., for additional detalls.
b. Each uploaded file is limited to 2 GB. Please Note: If the upload time exceeds 2 hours, the system will time out.

c. For each advertisement, we request that you provide the following opticnal information:

Type of Advertising Material (e.g.. Magazine)
Intarnal ' Number, as

Date A i was First D

Unique 1D or Internal ID Number

Date First Disseminated (mm/ddiyyyy)

USA Teday Ad

5 the hull range of pros
ohe, if mare than ane

st
advertisement 15 used but the p
be submitied

ie Do i o &

Status

B fles (557 B}
Start Upload




Upload Confirmation

When the files have been successfully uploaded they will be listed in a table that can be viewed.
Any file can be deleted by clicking on the X in the Action column. After all your files have been
uploaded select the “Submit” button to confirm the upload.

FPA  TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Documents Uplcad

Advertisement, Labeling and Consumer Information

The table below lisis all the Advertising, Labeling. and Consumer Infomatien included in the Product Listing(s) draft within the account. Yeou have
the option of removing any file In the draft by selecting the X icon in the Action column.

You can add additional fles by choosing the TP Number, the type of file (Advertising, Labeling or Consumer Information) by adding files in the
upload box below. Cnee you have added your files, select the Start Upload to begin the uploading process.

ad from the taxt in 1

ords, separate the

er box. Filtering Is case insensitive an
ds by a space. The Sort and Filtering can

The information balow is filt

atch the entered text acress all col
layed. To filter on multiy =

eared by clicking Clear

Clear Sort and Filtar
Show s [»| entries Shaw | hide columns Filter:

TP Number J&  Material I Material Type |  UploadedFile | Astion
Category

TPO019313

ANTHar = P9 H

matan
TPOO18313 Labeling Lighthouse jpg x
TROO19313 Advertising Bus Ad Desert jog ®
TPOO18313 Advertising USA Today Ad Tulips.ipg x
TROO19313 Advertising USA Today Ad : ipy x

Showing 1 to 5 of 13 entries

Add Advertising, Labeling And Consumer Infermation

TP Number TPO019313 |~ Material Category Advertising z

a A | of may ba required. Please see the guidance documant, saction lIl.C.2., for additional detalls.
b. Each uploaded file Is limited to 2 GE. Please Note: If the uplead time exceeds 2 hours, the system will time out
c. For each advertisement, we request that you provide the following opticnal information:

Type of Advertising Material (e.g., Magazine)

Internal Id ion Number, as

Date Advertisement was First Disseminated

Title Unigue ID or Internal ID Number

Type of Advertising Material (e.g.. magazine ad) Date First Disseminated (mm/ddiyyyy)

L3

FDA interprets 'a representative sampling of advertisements’ to mean typical
advertising matesial (exchuding labeling) that reflects the full range of promaticnal
statements made for the tobacco product. For example, ¥ more than one magazne

o i used but the promational contert iz essantially identical, only one
need be submitted.

CONFIRMATION: The file{s) have been successfully uploaded.

U.5. Food and Drug Admi

Name Bize Status




Upload Confirmation

The following Upload Confirmation page will display letting the user know the documents have
been uploaded successfully. Select View/Update Product Listing from the TRLM main menu to

submit your draft.

4( U.S. Department of Health and Human §

FDA [ TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing

UPLOAD CONFIRMATION

You have successfully completed uploading your document(s). The next step is to select 'View/Update Product Listings' from the TRLM Main Menu to submit your

saved draft.
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4. Remove Multiple Product Material Files

4.1 Remove Multiple Product Material Files
To remove multiple product material files for registered establishments, users should
proceed with the following steps:

Users can then select “Remove Multiple Product Material Files” from the TRLM Main
Menu. The system will display a list of the Product Material Files that have been added
to the Product Listing.

U5 Depariment of Health and Human Services

FURLS HOME | TRLM HOME

FoA | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLMHome © Remove Multiple Product Material Files:

U Home Remove Product Material Files

Viewi/Update Registration Information ) . .
o . Select the product material files to be removed, and click Remove Files.

ViewlUpdate Product Listing
.n[:_;m.im - The information below is filtered from the text in the Filter box. Filtering is case insensitive and will match the
entered text across all columns displayed. To filter on multiple words, separate the words by a space. The Sort

Remaove Multiple Product Material and Filtering can be cleared by clicking Clear Sort and Filter.

Files

Optionally, the user can select or unselect all product materials by clicking either Select All Product Materials or
Unselect All Product Materials.

Associate Advertising Files

Select All Product Materials | Unselect All Product Materials

Users should then select the product material files to be removed and click “Remove Files.”
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Show 27 F entries

Jserect A Proauct .'.Iarenals"Jnselc—c[ All Product Materials]

Show | hide columns

‘

Showing 1to 8 of 8 enlries

(][}

117 I Typeol |1 11 It t
Advertising,
Labeling or
Consumer
™ Product Type of Infa Unigue
Sedect NHumber Status Material Matenial Fibiz nami Tithe: ]
= TPOO19334 Active Advertising USA Today Chrysanthemum jpg Lél:-nr 2003003
ay
W TPOO18335 Active Advertising UUSA Today Chrysanthemum jpg Lgl‘.lor 9003003
ay
o TPOO19336 Acthig Advertising USA Today Chrysanthemum. jpg LDaunr 9003003
ay
r TPOO18337 Active Advertising USA Today Chrysanthemum jpg  Laber $003003
Doy
r TPOO18338 Active Adverising USA Today Chrysanthemum.jpg Lgnor 9003003
&y
r TPO019339 Active Adverising USA Today Chrysanthemum.jpg  Labor B003003
Dy
r TPOO019340 Active Advertising UISA Today Chiysanthemurm jpg Lshnr S003003
ay
r TPOO19341 Ative Advertising UISA Today Chrysanthemum. jpg  Labor BO03003

Day

Users can also select or unselect all product materials by clicking either “Select All
Product Materials” or “Unselect All Product Materials.”
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4.2 Submit File Removal
Once the product material files have been successfully removed, a confirmation
message will appear at the top of the screen.

| The product material files have been successfully removed.|

Select the product material files to be removed, and click Remove Files

The information below is filtered from the text in the Filter box. Filtering is case insensitive and will match
the entered text across all columns displayed. To filter on multiple words, separate the words by a space.

The Sort and Filtering can be cleared by clicking Clear Sort and Filter.

Optionally, the user can select or unselect all product materials by clicking either Select All Product

Materials or Unselect All Product Materials.

Select All Product Materials | Unselect All Product Materials

1 1
show 25 ®  entries Show / hide columns
1= It L Typeof It 15} I [}
Advertising,
Labeling or
Consumer
" Product Type of Info _ Unigue
Select Number Status Material Material File name Title D
r TPOO019337 Active Advertising USA Today Chrysanthemum. jpg Lgbor 900300z
ay
r TPO019338 Active Advertising USA Today Chrysanthemum jpg  Labor 900300z
Day
r TPOD19339 Active Advertising USA Today Chrysanthemum.jpg Lgbot 00300z
ay
I TP0019340 Active Advertising USA Today Chrysanthemum_jpg Lénor 900300z
ay
r TPO019341 Active Advertising USA Today Chrysanthemum jpg  Labor 900300z
Day

Showing 1to 5 of 5 entries
4 I ¥

© Remove Files © Continue to Submit

Users can then click the “Continue to Submit” button.

4.3 Section VI- Confirmation Statement

Upon submittal, users will be directed to the Confirmation Statement, at which point they
will be asked to verify the data and information of their submissions have been reviewed
and are accurate.

Note: Users must agree to the Confirmation Statement before submitting.
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Section VI - Confirmation Statement

The data and informatizn in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and saccurate. | agree to report changes to this information as required under section 205(i)
{2) of the Act.

WARNING: A willfully false statement is a criminal offense, U.5. Code, Title 18, Section 1001.
I© Agree (Check the box if you agree)
|dentity of the Signatony

* Owner
' Authorized Agent

Contact Infermation Submitter Point of Contact

Address Line 1 Title {Optonal)
Flease Select =

Address Line 2 (Optonal) First / Given Mame
Country Middle Mame [Optional)

UNITED STATES [
ZIP or Postal Code Last Name
City Position Title

Please Select [
State, Province or Territory Email Address (Optonal)

Flease Select [

Telephone (Include Country Code if applicable)
(Optonal)

001
Country Arzs Phone Mumbsr Ext=nsion

Fax (Optional)
001
Country Arza Fax Mumbsr

Company Name

& Submit
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Users can select the box next to “Agree” in order to consent to the verification of
accurate data, terms of agreement, and compliance with Section 905(i) (3) of the of the
Federal Food, Drug, and Cosmetic Act.

Under “Identity of the Signatory”, users should signify if they are an Owner or an
Authorized Agent.

Users should then enter their own Contact Information and that of the Submitter’s or the
authorized agent’s Point of Contact information.

Upon completion, click “Submit.” A confirmation message will appear.
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5. Associate Advertising Files

Use this process to select an advertising file and associate it to multiple product listing(s).

5.1 Search Existing Advertising Files

To search for existing advertising files, users can enter their desired search criteria and click

“Search.”

U.S. Department of Health and Human S

FDA TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

FURLS HOME TRLM HOME

TRLM Home Associate Advertising Files

TRLM Home

View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing

Associate Advertising Files

Use this process to select an advertising file and associate it to multiple product listing(s).

To search for existing advertising files available to associate to product listing(s), enter search criteria below

and click on "Search".

To add a new advertising file to associate to product listing(s). click on "Add New Advertising File".

© Add New Advertising File

Standard English keyboard characters other than "<", ">", "\" can be entered in the search fields.

TP Number

Product Identification Number

Title

Labor Day

Date First Disseminated

&t

Product Name
Type of Advertising Material
Unique ID or Internal ID Number

File Name
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Associate Advertising Files Search Result(s)

Users will then be directed to the Search Results page. In order to associate a file to a product,
click onthe ¢ symbol under the “Action” column.

U.8. Department of Health and Human 3

[FD/A [ TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing L

TRLM Home Associate Advertising Files

TRLM Home Associate Advertising Files Search Result(s)

View/Update Registration Information

Searched On
View/Update Product Listing

Information
Produet Type of Unique ID !
Jemeve MRl Froduct Hiaten TP Number Nameo.  Nmber " Materiai ' Tite D Nubar  Disseminated File Name
Labor Day

Associate Advertising Files

Search Results

The information below is filtered from the text in the Filter box. Filtering is case insensitive and will match the
entered text across all columns displayed. To filter on multiple words, separate the words by a space. The
Sort and Filtering can be cleared by clicking Clear Sort and Filter.

To associate a file to a product, click on the &

Clear Sort and Filter

Show 25 [=] entries Filter:
Type of I n u Date First | &
Advertising Disseminate
Material Title Unigue ID d File Name Action
Bus Ad Labor Day cc12345 07/20/2015 Desert jpg &

Showing 1 to 1 of 1 entries

@ Back to Search
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5.2 Add New Advertising File
To add a new Advertising file, users can click “Add New Advertising File.”

U.S. Depanment of Health and Hum

FURLS HOME TRLM HOME

EDA [ TOBACCO REGISTRATION
.AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing L2

TRLM Home ©  Associate Advertesing Files

TRLM Home Associate Advertising Files

View/Update Registration Information . . . -
R R A Use this process to select an advertising file and associate it to multiple product listing(s).

pdate Product Listing To search for existing advertising files available to associate to product listing(s), entar search criteria below
and click on "Search”.

Remaove Multiple Product Matenal To add a new advertising file to associate to product listing(s), click on "Add New Adwvertising File".
Files

Associate Advertising Files © Add New Advertising File -

Standard English keyboard characters other than "<", "=", "\" can be entered in the search fields.

TP Humber Product Mame
Product Identification Number Type of Advertising Material
Title Unique ID or Internal ID Number
Date First Disseminated File Nama
—
=
@® Clear
= ] ]
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5.3 Associate File Upload

To upload a file for an advertisment, users should provide the following information where
requested on the form and click “Continue.”

o Type of Advertising Material
e Unique ID or Internal Identification Number
e Date of Advertisement’s First Dissemination

U.S. Department of Health and Human Se

DA [ TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

TRLM Home
View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing

TRLM Home Associate Advertising Files

Advertisement Information

a. A representative sampling of advertising may be required. Please see the guidance document, Section
l.C.2., for additional details.

b. Each uploaded file is limited to 50 MB. Please Note: If the upload time exceeds 30 minutes, the system
will time out.

c. Upload file is mandatory and only one file can be upleaded at a time.

d. For each advertisement, we request that you provide the following optional information:

Type of Advertising Material (e.g., Magazine)
Internal Identification Number, as Applicable

Date Advertisement was First Disseminated

Type of Advertising Material (e.g., magazine ad) (Optional)
USA Today

FDA interprets 'a representative sampling of advertisements' to mean typical advertising material
(excluding labeling) that reflects the full range of promotional statements made for the tobacco product.
For example, if more than one magazine advertisement is used but the promotional content is
essentially identical, only one need be submitted.
Title (Optional)

Labor Day

Unique ID or Internal ID Number (Optional)
6638883

Date First Disseminated (mmiddlyyyy) (Optional)
ey
07/20/2015 [

Upload File (Maximum size for the file is 50 MB)

Browse... T Upload

The file was uploaded successfully.

File Name File Size (MB) Acticn

Desert jpg 0.826 x
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Available Active Product Listings

Users will be directed to “Associate Advertising File to Product Listing(s)” page. This page
will contain Advertising file information, as well as associated and available Product Listings.
Users can select the files they wish to search and/or filter. Optionally, the user can select or
unselect all products by click “Select All Products” or “Unselect All Products.”

FURLS HOME TRLM HOME

EDA | TOBACCO REGISTRATION
AND PRODUCT LISTING MODULE

TRLM Home

Remaove Multiple Produwct Material

Associate Advertising Files

Tobacco Registration and Product Listing e s

TRLM Home ©  Associate Advertizing Files

Associate Advertising File to Product Listing(s)

Advertising File Information

Type of Advertising Date First
Material Title Unigque ID Disseminated File Name
Bus Ad Labar Day ee12345 02015 Desent jpg

Currently Associated Product Listing(s)

These are the products currently assocciated to the advertising file.

Clear Sort and Filter

Show 25 [ entries Filter:
I It Intended Use of  |f t
TP Number Product Name Product Product Category
TPOO19313 Cuban Cigar Consumer Use Orther - Cigar

Showing 1 to 1 of 1 entries

le Product Listing(s) (Active)

These are the products which may be associated to the advertising file.

The information below is filtered from the text in the Filter box. Filtering is case insensitive and will match the
entered text across all columns displayed. To filter on multiple words, separate the words by a space. The

Sort and Filtering can be cleared by clicking Clear Sort and Filter.

Optionally, the user can select or unselect all products by clicking either Select All Products or Unselect All

Products.
Select All Products | Unselect All Products
Clear Sort and Filter
Show 25 [» entries Shaw | hide columns Filter:
& 4 Product i Idfr:?i:z:in u Product
Select TP Number Name n Number Category
= TPO019326 Rurn Cigar TEI00Z Other - Cigar
r TPOO19327 Panatela 03993 Other - Cigar
TPO019328 Presidente BTI6T03 Cther - Cigar
r TROD18328 Churchil BE330 Other - Cigar
TPOM9330 Robusto 56383 Other - Cigar
= TROO19331 Toro 81533 Cithes - Cigar
r TPO018332 Diadema azdzaaT Other - Cigar
r TRPOD18333 Corgna 44936233 Other - Cigar

Showing 1 to 8 of 8 entries

seociate Product Listing(s)
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Associated Product Listing(s) Review

To complete the product association, users should click “Continue.”
To view a complete list of associated Product Listings, users should click the

U.S. Department of Health and Human Services

g icon.

I@A_\ TOBACCO REGISTRATION FURLS HOME | TRLM HOME

AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing @ s

TRLM Home Associate Advertising Files

TRLM Home Associated Product listing(s) Review

ViewlUpdate Registration Information To complete the product association click on Continue to submit your registration.

View/Update Product Listing Please note that Product Listing(s) column in the list below will display the first 10 product listing(s). To view
Information the complete list of associated product listing(s) please click on the & icon.

Remove Multiple Product Material
Files File Name Product Listing(s) Action

Desert.jpg .
Associate Advertising Files TP0019326 Rum Cigar

@

TP0019331 Toro

@ Back to Search O Back to Search Result
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5.4 Section VI — Confirmation Statement

Users will then be directed to the Confirmation Statement, at which point they will be asked to
verify the data and information of their submissions have been reviewed and are accurate.

Note: Users must agree to the Confirmation Statement before submitting.

U.8 Department of Health and Human &

[FD/A | TOBACCO REGISTRATION

FURLS HOME TRLM HOME

AND PRODUCT LISTING MODULE

TRLM Home €  Associate Advertising Files

TRLM Home

View/Update Registration Information

View/Update Product Listing
Information

Remove Multiple Product Material
Files

Associate Advertising Files

Tobacco Registration and Product Listing

Section VI - Confirmation Statement

The data and information in this submission have been reviewed and, to the best of my knowledge, are
certified to be true and accurate. | agree to report changes to this information as required under section 205
(i)(3) of the Act.

WARNING: A willfully false statement is a criminal offense, U.S. Code, Title 18, Section 1001.
[v Agree (Check the box if you agree)
Identity of the Signatory

" Authorized Agent

Address Line 1 Title (Optional)
11820 Parklawn Dr Please Select E
Address Line 2 (Optional) First | Given Name
Joe
Country Middle Name (Optional)
UNITED STATES |z|
ZIP or Postal Cede Last Name
20852 Smith
City Position Title
Rockville |Z| Owner
State, Province or Territory Email Address (Optional)
Maryland |ZI dennis.chambers@fda.hhs.gov

Telephene (Include Country Code if applicable) (Optional)

001 301 7709610
Country Area Phone Number Extension
Fax (Optional)

001
Country Area Fax Number

Company Name

Test Company One
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5.5 Submission Confirmation — Associate Advertising

Once the Associate Advertising files have been submitted, users will be directed to the
Submission Confirmation page. A message will display informing the user that the files have
been successfully associated.

U.S. Department of Health and Human Se

EDA TOBACCO REGISTRATION FURLS HOME | TRLMHOME
AND PRODUCT LISTING MODULE

Tobacco Registration and Product Listing s

TRLM Home Associate Advertising Files

TRLW Home Submission Confirmation

View/Update Registration Information

The advertising files have been successfully associated.
View/Update Product Listing g g

Information

Remove Multiple Product Material
Files

Associate Advertising Files
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